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Subsection 1.1: System Background

The Food and Drug Administration (FDA) eSubmitter tool is a program that
allows participants to electronically complete and submit information for
various products to participating Centers. This tool is intended to automate the
current paper submission process, allowing for quicker completion once users
are accustomed to the software, as well as speed up the filing process with
FDA. The eSubmitter software requires completing a series of questions in
electronic forms and allows attaching documents, images and media files when
additional information is needed.

If using the eSubmitter software is not desirable, you may continue to complete
hard copies of reports and applications, though for the reasons stated above,
electronic submission is strongly encouraged.



Subsection 1.2: About this Manual

Introduction The instructions in this manual provide detailed information for installing the
eSubmitter software into a computer with a Microsoft Windows operating
system. In addition, this user guide assumes familiarity with terms
associated with using a computer (e.g. clicking and double-clicking).

This manual is organized into seven sections (including this one):

e Section 1 provides an introduction and explains the requirements for
running eSubmitter software, uninstall instructions, installation
instructions, installation instructions for Microsoft Vista users, and proxy
server instructions.

e Section 2 provides instructions for starting the software, setting user
preferences, and creating or reopening a submission.

e Section 3 provides descriptive information about the eSubmitter software’s
interface and toolbar.

e Section 4 provides instructions for preparing a submission for completion,
which includes entering information, saving submission entries or changes,
and packaging submission files.

e Section 5 provides information about the Output menu on the menu bar,
which includes reports and forms.

e Section 6 provides information regarding user support.

Please note that the screens used in this document are examples of what you
might see while using the software. However, they may not appear exactly as
shown.

Note: The terms submission, report, and submission report are used
interchangeably in this guide to refer to a submission report.

FDA eSubmitter 3
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Subsection 1.3: Software Installation

System e Windows Operating System
Requirements e Adobe Acrobat Reader v5.0 or greater.
e 30 MB of disk space
e Access to a Compact Disk-Recordable drive (CD-R Drive)
e Software capable of viewing Rich Text, such as a Web browser,
Microsoft Word, or Adobe Acrobat (full install version, not the
Reader)

Uninstall Before installing eSubmitter, uninstall any other version of the software.
Instructions
Note: If you have a previous version of eSubmitter, be sure to save your data
files and output files before uninstalling. If you do not have a previous
version of eSubmitter, proceed to installing the current version of eSubmitter
software.

To uninstall a previous version of eSubmitter, follow the instructions below.

Action Graphic

1. Use Windows Explorer to navigate to the location of [DeSub
the eSub file folder on the workstation.

2.  Delete the eSub file folder by right-clicking and
selecting Delete.

3. When the previous version has been uninstalled, you
are ready to install the current version of the
eSubmitter software. See the following procedure.

Installat_ion The eSubmitter software can be loaded from the internet or from a CD-ROM.
Instructions The following two subsections will discuss instructions for each.

Installation The eSubmitter software is available for downloading from the web at FDA
Instructions eSubmitter. To install the latest version of the eSubmitter software from this

from Web Page  \web page, follow the instructions below.

FDA eSubmitter 4
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Subsection 1.3: Software Installation

Action Graphic

Installation
Instructions for
Microsoft Vista
Users
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Click the link for downloading the eSubmitter
Software and save the jinstall.zip file to your
computer.

Download eSubmitter Software

Unzip the jinstall.exe file and double-click on the file
to run the eSubmitter installation.

Follow the instructions provided. Following the
instructions, the software will be installed locally on
your hard drive in C:\Program Files\eSub.

Notes: 1. You can change the location where the
software is installed by changing the file path on the
Installation Directory dialog box when it appears.

2. The software may be installed on a network.
eSubmitter has a file locking option that you set to
prevent users from accidentally overwriting the work
of another. For details, see Networking on page 18.

Compatibility issues have been identified regarding the use of eSubmitter with
the Windows Vista operating system. These issues, related to the installation
of the software under the “Program Files” directory, can prevent accessibility
to data and output files generated by the software. These issues can be averted
by relocating the eSubmitter Data and Output folders to a less restrictive
directory (e.g., C:\Users\Public\eSub_Home). These settings can be changed
by navigating to the File > Preferences option within the application.

If you have already upgraded to the Windows Vista operating system or plan
to in the future, see Instructions for Using eSubmitter on Vista on the FDA
eSubmitter website for the latest information on successfully installing the
tool within Windows Vista.
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Proxy Server
Instructions
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If you are using a proxy server to connect to the Internet, then you will
need to change the application's properties file (eSubmitter.properties)
to reference the server. See your System Administrator for help in
changing the properties file.

The properties file is located in the application's JExpress subdirectory
(Program Files\eSub\JExpress). Add the following switches before
the -cp switch: -DproxySet=true -DproxyHost=[proxy_host] -
DproxyPort=[proxy_port] (replace [proxy_host] and [proxy_port] with
the appropriate information for your configuration).

If the proxy server requires a user id and password, add the following
two properties to the update.control file that is also located in the
JEXxpress subdirectory:

proxyUserName=
proxyPassword=



Section 2: Getting Started

Contents
This section contains the following topics:
Topic See Page
Starting the Software 8
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Subsection 2.1: Starting the Software

After you have successfully installed the eSubmitter software, you are ready
to start up the application and create a new report.

To start up the eSubmitter application, follow the instructions below.

Action Graphic

1 Start, and select Programs > FDA Submission

Software > eSubmitter.

2. You will see a Registration Dialog box, as shown

below.

Reprstration Thalog

eSubmitter Registration

| Overview | VW Register?

Pleas= regjister this software with the Food = Orug Acneistration (FEAL

Fry renistersn vou will ne pemsdding waluahle statsicsl dara harwill ae wsed insn et 1o beter
unceorstand the needs of industng, o well 25 o help ust and guide oiors development cfforks.

The regisiration process entails the ertenng of general contact mformation and the gereraton
af 1 emall directec to PO, Select the [Mex buttcn below 10 procesd

Raistar Latar | e

Click Next to continue the registration process. Or |L‘
click Register Later to register at another time. If

you click Next, you will see a Registration Dialog box |_Repister Latr_|
asking you to enter your contact information.
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Registration
Dialog Box:
Contact

Information

Registration
Dialog Box:
Address

Information
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eSubmitter Registration
Biep 1 Esier Coniact inforrestion.
Cardars
Tia 0, Bt Dey
| |
Firawiban Mama: L]
Widrdls Hamp
L M L] | |
— 4
Orr e T |
Ered Sddwws - |
Fuspiatisr Later [rostses |

4.  On the Registration Dialog box, enter the information | Hext
requested.” Required entriés are indicated by blue dots.
Click Next. You see a Registration Dialog box asking

you to enter address information.

eSubmitter Registration

S 2 Enfess Lk s s nformiat ian
fidrirsas
Eitablishment Harme =

L L B = tndsd Stelvs of Ameics Oeher [wrlerd Belaan

A i - | L]
dpd s lLina 2

l.'lrr @ |
ul.;w,l-u-uu,w'mm- L]

FresOefee g1 Tg Cade Ll

Phone Fumiaers

Tl B e L ] I I - B

Haghuiar Laliw Prvdoun

5.  Onthe Address Information dialog box, enter the | Next
information requested. Click Next. “You see a

Registration Dialog box to generate an email.
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Registration
Dialog Box:
Generate Email
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Rrgistraton [Hpop

aSubimlter Regestration
T 5.,_.” Grmes e Emal

You provided the following Infermation:
dobri Smith

jahn =mirggsample.com

Sample

Sanmpie

ok, FAD, 20850, L

(301 111-2222

Plae ver iy e nformesdon ano st 0w link e [0 Denerate &0 emal 10 serd [0 FDA.
Crenerales Einad

Hote: e will Sempr o generaie e emal using v oAl emal appRoaiion. AMer the amalis
CETETALED BN 0Ly Bl S0Maare i 0s0ssl, send 5 oL wiukl 3y oiner email

6.  Inthe Generate Email steﬁ) %ou_see a summary of the | Next
information you entered. 1f the information Is Correct,

click Next. If the information is not correct, click /
Previous until you return to the screen that you need

to correct.

7. Click Generate Email in the dialog box. You will
see an email.

8.  Click Send in the email. You see a Registration
Dialog box to check results.

| Previous ‘

10



Subsection 2.1: Starting the Software

Registration P
Dialog Box: eSubmitter Registration
Check Results [

CLERG 3T e e T B T T L

# Yas the Bl was ser successiuly
Huhem mas a Promiom

1rob whsd was e g’

Fegstration competed. Exlect the [Done | opticn Delow b end he regisration process

9.  Select the button corresponding to either Yes the
Email was sent correctly or No there was a
problem.

10. Click Done if the email was successful and to |L
complete the registration process.

11. Next, you will see the Intro Screen, which is described
in the subsequent section.

FDA eSubmitter 11
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The Intro Screen provides an introduction to the software and will serve as
your home screen. The Intro Screen will be displayed as shown below and
the contents and tools available in the Intro Screen are described in the
following table.

Menu Bar

Navigation
Tool I oot Bar

— > e D TG

Bar
J&%L
W

Menu TR .,
‘ﬂﬂ

- P——
Options LJ v Wheicome 1o eSubmettes! An FO& Electnonic Submissicns Softwane inbatie

| essage
Pane E\_m:n::: e Al e sk ko sy o T M S i e nar ey Tabs

E e el Cuam

-

Primary
Screen
Area

Function Icon | Description

Allows you to create a new submission
entry. The New Submission Dialog box
will appear. See section Creating a New
Submission for more detailed information.
Allows you to open an existing
submission. The Open Existing
Submission Dialog box will appear. See
section Subsection 2.5: Re-open an
Existing Submission for more detailed
information.
g Launches the eSubmitter Quick Guide. If
the Quick Guide does not contain the
information you are searching for, see the
full length eSubmitter User Manual.
Closes the eSubmitter application.

Create New [,a
Submission

Open an Existing f:j
Submission

eSubmitter Quick
Guide

Exit Application -‘-ﬁ

12
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Help Topics

Forward

?)

[

Navigation Arrow

Backward

4

Navigation Arrow
Collapse/Expand ally®

Arrows

Notification Stars

Category
Filter

Mark as Read

L=

Filter: | Show Al ~

[_] Mark as Read?

Displays the Help Menu, which provides
instructional information and support for
utilizing the eSubmitter application.
This arrow allows you to move forward
through the Message Tabs.

This arrow allows you to move backwards
through the Message Tabs.

Allows you to collapse and expand the
Menu Options portion of the Intro
Screen.

The yellow stars are intended to notify
users when new messages are available.
The star appears next to the message tab
header with new unread messages.

Allows you to filter the message
information to display only generic
information or those messages pertaining
to a particular program. eSubmitter will
remember the selected filter option upon
closing and reopening the application.
This checkbox enables you to indicate
which message tabs have been read. Mark
this checkbox to remove the yellow star
shown next to the tab header. Unmark this
checkbox to make the yellow star on the
applicable tab header reappear.

13



Subsection 2.2: Setting User Preferences

Introduction eSubmitter allows you to set preferences for the following categories:

e Auto Save

e | ayout

e Networking
e File Location
o File Viewer
e Messages

e Memory

Setting preferences prior to creating a submission will make the process much
easier. To begin setting preferences, click on the File Menu > Preferences. The
User Preferences Dialog box will appear (as shown below).

Auto-Save | Layout | Mefworking | File Location | FileViewer  Messages  Memory |
Preferences relaled 1o the sutomation of saving data within a tirmed interval
Enahble aulo-save I¥l
= TNimeinterval beteeen Saves Iminuies) ] | 0 :
Next | ok | cancer

The subsections below will explain how to set preferences for each category.

FDA eSubmitter 14
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Subsection 2.2: Setting User Preferences

Auto Save Allows you to automatically save your report while you work. You can also set
the interval for how often you want to save your report. At default, auto-save is
automatically enabled and set to save files at 10-minute intervals.

Note: The Blue Dot @ indicates that a response to the question is required.

Pudo-Save | Layout | Metworking | File Location | File Viewer | Messages  Memony |

Preferences related to the automation of saving data within a timed interval

Enahls aulo-save [+
* | Time Intaral hatwesn 33ves minuesy | _I:I_
Me:xt | QK Camcel

To change the auto-save option:

Action Graphic

1.  Check the box to enable the auto-save feature (i.e., to v
turn auto save on) or clear the checkbox to disabled
the auto-save feature (i.e., to turn auto-save off).

2.  If you cleared the checkbox, go to step 3. If you
selected the checkbox, in the time interval box:

Enter the interval (in minutes) for how often you want
to save the file.

OR

Use the up and down arrows to select the interval.

FDA eSubmitter 15
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Layout
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If you want to change or set the layout, click Next or
the Layout tab. See the description for Layout

below.
OR

If you are finished and satisfied with your changes,
click OK to close the User Preferences Dialog box
with your changes saved.

OR

Click Cancel to close the User Preferences Dialog
box without saving any changes.

Next

OK

Cancel

Allows you to set whether you want eSubmitter to open reports in the simple or
expert layout when you start up the application. At default, eSubmitter opens
reports in the simple layout. For more information, see descriptions in the
Application Window section on page 35.

=

&

JutoSave | Layoul | Hetworking | File Location | FileViewer  Messages  Hemory |
Preferences related to e lasout fagpearance of the appication
Initizl [ayaud at startup | Simple -
Previous Next | ook | cancel

To change the layout when eSubmitter starts up, follow the instructions below.

16
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Action Graphic
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If you want to change the settings , .
click Next or the Networking tab. See the description

for Networking below.

In the initial layout box, select Simple or Expert from
the drop-down menu. For more information on these
layout options, see Subsection 3.1: Application
Window, beginning on page 35.

for networking, Hext

If you are finished and satisfied with your changes,
click OK to close the User Preferences Dialog box
with your changes saved.

0K

Click Cancel to close the User Preferences Dialog S
box without saving any changes. Cancel

17
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Subsection 2.2: Setting User Preferences

Allows you to set file locking when using the software on a network. The
application is primarily designed for use by one user at a time. However, in an
effort to help support those that wish to run the application from a network, and
to prevent users from accidentally over-writing the work of another, a simple file
locking strategy has been incorporated. By enabling file locking, a user will be

warned if the file that they are attempting to open is currently in use by another
user. At default, eSubmitter opens without file locking.

Bl %]

Mato-Save | Lawout  Metworking | File Location | FilaViewer | Mescages | Memory |

| Preferences related to the networking of the application

#  The application |5 prirmarty dasigned Tor use by one usarat a tima. Howayer, inan
—

= affiort 10 help supporl those Wal wish 1o run the apolication Trom & nabsork and want
1o prevert users fram accidenbly overariting the work af another, we have

incorporated & simple file locking stretegy. By enabling file locking 2 userwill be

wathed ifthe file that they are attempting to openis currently inuse oy another

Enable Fite Locking

To enable file locking, follow the instructions below.

Action Graphic

1.  Click to select the Enable File Locking checkbox (to v

turn file locking on) or clear the checkbox (to turn file
locking off).

18



Subsection 2.2: Setting User Preferences

Action Graphic

2. If you want to changi]e the settings for networking, |L|
click Next or the File Locationtab. See the

description for File Location below.

OR

If you are finished and satisfied with your changes, e
click OK to close the User Preferences Dialog box e OR
with your changes saved.

OR

Click Cancel to close the User Preferences Dialog F
box without saving any changes. L

File Location Allows you to change the location where your report data files are stored when
saved and the location where files are generated when output (e.g., reports and
packaged submissions). For more information on packaging files for submission,
go to Package Files for Submission on page 92.

E 1 .
| Usar Prafarences alog ﬁl
Atn-Smer | lamut Hetworking BleLocaton | Aipiewer | Messages Manwey |

Prafenencag ratited to eha lncation of appcation Nise

@ ThzDala _ocsion idenlifes vihene rzaoil dala Tles 9re sored whien saed
=
Dala Lcadr (e mArts an SaleoEESLG AnmEeEs, [i1E3 | of
F e Culpul Cocsbun idenldes weee ies e genergled a5 sl olthe coipod e, reporls).
Sulpul _uesion Ch0nornarks anc Selrgsiadueb_Hamaioona, | | ‘-.-J =f
. miz Subrmission Fackage Locotoniderths s sshers the inal Subrmission tles ars jccaled onee
— packagad.
-ackage Locsaer | |CA000ameErts are SelrpEeduk_HomEarkage [ | k] =t
@ The Tampeoan; Lecalinn e viies whers dles ans gearmabac in supperd ot he nilpls. T hauld Gean
g lneal g venen wrdng «ilh 8 nekeai T Tar oilpulz 120l Tle confics beaiaen users
Tempaan Lecalian (25 0pcumerks ane leirus’.*:-El.rJ_.-Iurl:".JJ:r!lu'{ | | l-,.JJ of
Provinus | Head | oK | canced |

To change the file location for each of the folders:

FDA eSubmitter 19
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Select File
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Action Graphic
1.  Click the Select Location icon right of the text box. |E|
2. The Select File Location dialog box will appear. Click
the Look In box, and navigate to the file folder where
you would like your files stored.
Select File Location f@
Look In: |ﬁeSuh '| @ @ @ @E
T data
3 JExpress
3 manual
[T META-INF
File Hame: |C:1Pr0gram FilesieSub |
Files of Type: | Alliles |
Select || Cancel |
Select

3. Once you have navi

speC|f|c folder and c?
hand corner of the dialog box. Your files will now be
stored in the new specified location.

ated to the location, highlight the
ick Select in the bottom right-

Recommended Location:

If installed on a Network drive (on Vista or
Windows XP or earlier): The location of your data
and output files will be contained within the eSub
directory where the application was installed.

If installed on a Workstation (on Windows Vista):
data and output files should be hosted in the following
location: C:\Users\Public\eSub_Home\.

If installed on a Workstation (on Windows XP or
earlier): data and output files should be hosted in the
following location: C:\Documents and

20
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File Viewer
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Settings\eSub_Home\.

4. If you want to chanqe the settingg for networking,
click Next or the File Viewer tab. See the description

for File Viewer below.
OR

If you are finished and satisfied with your changes,
click OK to close the User Preferences Dialog box
with your changes saved.

OR

Click Cancel to close the User Preferences Dialog
box without saving any changes. |

Next

OK

Cancel

Allows you to identify the application that you will use as your PDF viewer.
(Generally, Adobe Acrobat is used as the application for viewing PDFs.)

s
Auto-Save | Layout  Metworking | File Location  FileViewer | Messages | Memorny

Preferences related to what applications are used to viev attached files

Adabe { pefi Viewer | CProgram FileslAdobevdcrobat 3 Dcrobatécrobates | (£ | of |

=]

Previous | Next | ok | Cancel

Follow these instructions to set up your PDF viewer:

21



Subsection 2.2: Setting User Preferences

Action Graphic
1.  Click the Select L ocation icon to the right of the text |E|
box. The Select Viewer Application Filé box is
displayed (as shown below).
Select Viewer Select Viewer Application File gl
Application File
Box Look In: |ﬁeSuh '| @ @ @ @E
T data
[T JExpress
3 manual
[CJ META-INF
[ eSubmitter.exe
[ uninstall.exe
File Name: | |
Files of Type: | Program Executable Files = |
| Select | | Cancel |

2.  Click in the Look In box, and navigate to the file folder
for Adobe Acrobat or the Acrobat Reader. The location
is usually either:

e Program Files > Adobe > Acrobat > Acrobat.exe
e Program Files > Adobe > Reader > AcroRd32.exe

3. Highlight (select) Acrobat.exe or AcroRd.exe and click LR
Select. The File Viewer tab in the User Preferences
Dialog box will appear in the text box as shown below.

FDA eSubmitter
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User & =]
Preferences
Dialog Box

hignSam | Laynit | Networking | Alelocation | Fietiewss | Messagas || Mamony

P eferences ielaied Lo wehat applicalionns gre used W e stiachied Tles

Sk Sl ievset [SProgram FlasiEdoksan bat BN batasanat sz || & of

| prevoes | et | ek || coms |

4. Click OK. ook |
Messages Allows you to indicate whether you will receive missing data messages upon

leaving a data entry screen. Allows you to indicate whether you will receive List
Add/Navigation messages when leaving list screens.

%
Preferences retated o Messages displayed within the appiicaion
Enable Missing Dala message whan learving screens duning normal navigalian |
l Engble List Addmdadgation messaas when leaving Listaceans . I
| Previous | Hewt | ok || cance

To enable these functions, do the following:
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Action

Graphic
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Check the box on the right to enable Missing data
messages

To disable this function, check the box so that it is
clear of any check marks.

Check the box on the right to enable List
Add/Navigation messages

To disable this function, check the box so that it is
clear of any check marks.

Click OK.

"

[

=]

OK
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Memory Allows you to identify how much memory will be allocated when the application

starts (default: 2MB) and how much memory will be made available, as needed
(default: 64MB).

User Preferences Dialog @

Auto-Save | Layout | Metworking | File Location | File Viewer | Messages

Preferences related to the custom memory settings used by the application

] The memory settings identify how much memony will he allocated when the application starts
— (default: 2MB} and how much memary will he made availahle, as needed {default: G4ME).
The maximum settings should not exceed 13 of the workstation's availahle memary.

For typical submissions, the default settings are maore then adeguate. However, on rare
occasions additional memory may be necessary to handle larae amounts of data during
entry andfor packaging.

Minimurm memary allocated (ME) 3 2,—j
Maximum memaoary allocated (MB) 3 64,—j

| Previous | | OK || Cancel

To enable this function, do the following:

Action Graphic
. 2

1. To chan%e the minimym memory allocated, use the —=I]
arrows to the right to increase or decrease or by
entering a number in the field.

2. To change the maximum memory allocated, use the P
arrows to the right to increase or decrease or by —
entering a number in the field.

3. Click OK. | oK |

FDA eSubmitter 25
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Subsection 2.3: Creating a New Submission

This section provides an overview of creating a new submission report.

Note: Before proceeding, make sure you have already reviewed the
Introduction, Getting Started, and Interface sections of this user manual.
These sections provide valuable information that is necessary in order to follow
and understand the instructions in this section.

There are two methods for creating a new submission report: starting from
scratch with a completely blank report or copying an existing report and
making the required changes. The purpose for copying an existing report would
be to save time assuming many of the responses are the same. This might be the
case if you have an existing report from the same product line or you are
submitting a supplement. The steps involved for both are provided below.

Follow the steps below to create a new blank submission from scratch:

Action Graphic

1.  The eSubmitter application should be open on your
computer desktop. If it is open, and you see the Intro
Screen, go to step 2. (If it is not open, open the
application first by following the instructions in
Starting the Software on page 8.)
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Subsection 2.3: Creating a New Submission

Action Graphic

2. Click the Create New Submission button from the ‘ ERESRES
Menu Options. Or you may select File > New or,
click the New Report icon on the Tool Bar. The New | Ij- |
Submission Dialog box is displayed (as shown below).

New Submission Dialog X

Create New Submission

Select a Submission Type @

List of Available Submission Types

Marme | arsion | ‘ersion Date |

CBER Pilot: Source Plasma BLA Submission 10 12092008 09:4410 4~
In ¥itro Diagnastic Device - 510(k) 1.1 05/282008 04:02:16

1 Farm 35004 (OMB No. 0910-0291) 1.0 11/05/2008 D8:52:6 Al
Radiation Emitting Product (OMB MNo. 0910-0025) 13 12052008 11:46:40
Report of Azsembly of a Diagnostic X-Ray System 1.0 11/0%2008 04:20:143 1 &

< Lr]

Description of Selected Submission Type

CBER eSubmitter Pilot Submission

The Food and Drug Administration (FDA), Center for Biologics Evaluation and Research (CBER)
initiated the CBER eSubmitter Pilot program to enable Industry to voluntarily submit Source Plasma
Biologics Licensing Applications (SLA) electronically

The eSubmitter tool enables pilot participants to electronically complete and submit a BLA for Source
Plasma to CBER's Office of Blood Research and Review (OBRR). This is a pilot program designed to
gather Industry feedback on the eSubmitter electronic submission initiative and determine if this

mechanism is a henefit to both the blood Industry and the FDA. For additional information on b

Cancel | | HNext ‘ | Create

Step 1. Select a Submission Type. The New
Submission Dialog wizard is comprised of two parts.
The first section (top portion of the window) requires
that you select which Submission Type to create.
When you click on the Submission Type, the bottom
portion of the window displays information related to
the corresponding submission type (as shown in the
New Submission Dialog box figure above).
Hext
Once you have selected the appropriate Submission | -
Type, click Next.
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Action

Graphic
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Step 2. Provide Submission Details (as shown
below).

Create Mew Submisaion

g iy Sibaniiodan Doy

Sl Tl St b D Bl il Bl Rasierh L
| E i M @

Canael Praviass Capate

Complete the fields on this dialog box as follows:

e Descriptive Name — Enter any descriptive
name, as long as it is unique to the submission
list and not blank. Use a name that distinctly
identifies the report to you. (Required Entry, as

indicated by the blue dot.)

e File Name — Enter a valid name for the

submission data. Use alphanumeric characters.
(Required Entry, as indicated by the blue dot.)
File names should not contain more than 100
characters. Do not use symbols when naming
the files. For example, do not use slashes (/)

(V), tildes (~), asterisks (*), periods (.), brackets
[ ], single quotation marks (“), double quotation

marks (*) or parentheses ().

e Provide additional comments... — Enter any

additional information about this report
(Optional Entry).
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Action Graphic
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5.

When you are finished entering all information in the Create
fields, click Create. The first screen of your new blank =
submission report is displayed.
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Subsection 2.4: Copy an Existing Submission to Create a
New Submission

Copy an To copy an existing submission in order to create a new submission, follow the

Existing instructions below.
Submission to

Create a New

Submission
Action Graphic
1.  Click File > Open. (Or, click the Open icon on the |E|
Tool Bar.) The Open Submission Dialog box is
displayed (as shown below).
Open Report B Cipsean Sostmission [ Halng
Data Dialog Cpen Existing Submission
BOX 2elscia Eubmiss 1200
SumnEznn s ke Mamne. | - Lasti
\Fampla SwniEzinn Sabiia Fulreisse zml M 477004 °q
Werer 3 2 DaroAp o nfthe Saeeed Eubnlaaioe - - — — ~—
LCredle ey Sulsnrsaun.. | Cpen Canzu|
2. Click to select the existing submission report to be Open
used as a template, and click Open. The submission
report is displayed on your computer.
3. Click File > Save As. The Save Submission As Dialog
box is displayed (as shown below).
FDA eSubmitter 30
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New Submission

Save B Save & Subniissiun Dialug
SL_meiSSion As Create New Submission From Loaded Submission
Dialog Box =tk e A b Bl s e i SRt

| Spemcty the Sudamiss i Deser iplne amd e Bsnes &
o Cpncrpies dame [ ] |

b Tle Mama (ah L

| Additors Corrienls aaoul this Jukmsson v

Cancel | LCr il

4.  Complete the fields on this dialog box as follows:

e Descriptive Name — Enter any descriptive name,
as long as it is unique to the submission list. Use
a name that distinctly identifies the report to you.
(Required Entry, as indicated by the blue dot.)

e File Name - Enter a valid name for the
submission data. Use alphanumeric characters.
(Required Entry, as indicated by the blue dot.)

e Provide additional comments... — Enter any
additional information about this report (Optional
Entry).

5. When you are finished entering all information in the

) . Create
fields, click Create.

The first screen of your new submission report is
displayed.
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Subsection 2.4: Copy an Existing Submission to Create a
New Submission

6.  Since you copied an existing submission, it already
has many or all questions answered. You now have
the opportunity to go through and change responses
for this new submission. (Creating a new submission
in this manner is convenient if you are creating a
supplemental report or creating a report for a product
in an existing product family.)

7. You are now ready to change the responses in this
submission, go to Entering Submission Information on
page 52.
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Subsection 2.5: Re-open an Existing Submission

Re-open an To re-open an existing submission, follow the instructions below.
Existing
Submission
Action Graphic

1.  Click File > Open on the menu bar.

OR

Click |E| on the tool bar.

The Open Existing Submission Dialog box is
displayed (as shown below).

Open Existi ng E tipsn Summisslon 1alng

Submission Open Existing Submission
Dialog Box

Zelzcta Bubmisser 13 Cpen

T TEETL (R B . _ kle Mame A _ Lasli
Iﬁampla SummiEsing Sarveia Fubmeiasir cml ARG T

Ut Dirserp v nfihe Seiscnss Fubmlaabe

Liedle Hewe Sulsnreaui.. Chpen Cranzu|

2. Click to select (high_li?(ht the submission that you Open
wish to open, andclick Open. The selected

submission is displayed.
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Section 3: Interface

Contents
This section contains the following topics:
Topic See Page
Application Window 35
Toolbar 41
Menu Bar — Output 43
Menu Bar — Tools 44
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Subsection 3.1: Application Window

Introduction This section describes eSubmitter’s Application Window and its different parts.

The eSubmitter Application Window has two layouts that change the
orientation of the text on the screen: simple and expert. When you first start
up the application, eSubmitter opens in the simple layout with the screen view.

Simple View The simple view shows only the current data entry screen and “hides” the outline
tree. The simple view separates the Submission Display Screen into three
additional areas (as shown below):

o Header Area (located at the top)
o Outline Area or Screen Area (located in the middle)
o Navigation Bar (located at the bottom), which allows forward and

backward movement through the screens, as well as the ability to switch back and
forth between the outline or screen view.

& el
Jlu R e fecd et e

PR R (BT e o R S T L e

ol phiin WA O BLEE e BR Lirst P
Faope Typed Fiaibind B8 Exvarine) Frnm il (0883 R, 01 4R Dap Pkl
| Boreen Vies Imrﬂummw |

Header Area

(' Electronic Product Radiation Safety Reporting Form

Thas soflsacrs apptiaien 19 miesaiod 1 il e the bk oy prodict g ke g Parens i Bee effen) of e Caner iy Dewies and Aadekogitd Heah (CTAE: 1
bexeme copable al' serpkag dortic pubmiigres Som ko by s mprove e coviow peeeoa. Thn CUGH Blectronis Sumerion (e mibwaee oheasd
sermez a f thr spphication ke CDAH = derdayeg ta aliow 25 (5 accr o Radadogoal Hodlh reparsr aned clur sukmcrions dectreecaly md ooproee Beskily of
CTHH 12 arcemalik ric suarcdvisd frodort and way sodaationg o & bty aad oo raser

AR e fepiet el Covmsrndai e cun ale be barfaned Lo G0 aed oaaied Lo s bbb bela, oo pan be et v s PO Blocinoes: ot maong Ol eway
1o CERH. I yous Fellr Enibcbons Lo il uf i accead Witk e FOA Qulovory. fion you cibrral Bewa g of you s fec e yoor sciorvisdgonol aselSiamge

Screen< with ficcmnn Hambor welies mersics|

Area TFemtion abo e FOU Elscirons Subeeschns Damy v be feid ol wiwobls govisg Fisse conket B Tiososy Fagiek with for gt obadl tei
¥lan

Elecronic mbreis s pe 75 choukd be maded directy o s Docormarg: Comiesd Canier at

Elox tranke Frein s Docconcos. Contred (HEE 308
At Cosfih Tanams

Cuptur Sar Divicus arel Frabe lgical Haslih
18 Cmsther Ao

Navigation N —

B ar Bukznsirind cotonl o U nd o O W be prosidd witle & Fow dags al eoiy

= — — —
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Subsection 3.1: Application Window

Expert View The expert view allows the user to navigate through the form using an outline

tree located on the left side of the screen. The expert view separates the
Submission Display Screen into four additional areas (as shown below).

o Header Area (located at the top)
. Outline Area (located at the left)
J Screen Area (located to the right)

o Splitter Bar (located between the outline and screen areas)
e gn View Output Tools Help . Il ] Header
FEENEEEORIEERE R Area

Last Modified:
Repart Type: Radiation Emitting Product (OME Mo. 0910-0025) Date Packaged:
Outline I Screen: Submission Information

'3 Product Data |
@ eRadHealth Menu | ) Manufacturer Data

What Type of Submission is this? (Supplements should be submitted selecting the same document type as the original

L ]
repart)
21 Ral
2' j SShEmissinn e | Radiation Safety Repart (Product Report) and Supplements ~ '\
State | What Type of Productis this Annual Report about?

What Type of Correspondence Is this?

. What Type of Productis this Radiation Safety Repart ahout?
Outline
Area

Laser Products {Includes Projection Systems)

zl Screen
What Type of Praductis this Yariance Request about?
Area

What Laser Light Show Document are you fiing?

.

Splitter &
Bar /
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Subsection 3.1: Application Window

Layouts

Menu —
Bar

Parts of the
Primary Work
Area

FDA eSubmitter

Both layouts provide the same information. It is your choice as to which layout
works best for you. You can switch between the two layouts very easily, as
well as customize eSubmitter to open in the expert layout. To learn how to
change eSubmitter so that the application opens in the expert layout, rather than
in the simple layout, see User Preference Tab — Layout on page 16.

The Application Window, whether in simple or expert layout, is divided into
three parts, as shown below.

1. Menu Bar
2. Tool Bar
3. Primary Report Screen

e EW view Gomrm Tools el
B B 50 RSO B S a < Tool Bar
E :;mwmuum a;m-s."mm aﬂ:wu-:r\- Lows Mgt BUHTREEDE e i
| Reant s Facision S msing Fress (M B (R0 0HERD s Packagei
| Srroen View Iilm-ﬂ'r'ﬂmmmnlqnlrlhmn I
Whal Type of Seamiesion mihieT [FUppiTsE thouls e pal riled seischn g Eve parcs docurme nd ype as the BRI mpor L] \
Fombmian Smledy Rrpon, (Peodori Regar) s Seppierenic -
Pl Trie of Posdud] B L A a1 Popad sload? 2
P Type of ConERpErEercE s el
Whal Typw of Prsbuct b s Pedakan :l"ih- Anpee abngY L]
Lasnr fachaim Py - .
vt Pypa off Padct o 10 b wua nnes FEREe anpet) Prlmary
Report
¥tal Laaws Light Sarw Docamnert o vas 1ang? Screen
. EEE Oy ] W,
[
The different parts of the Primary Work Area are defined as follows:
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Header Area Displays the following general information about the open submission:
e Submission Name — the name that you created for the report.

e Report Type — depends on the type selected when creating the submission
in the Create New Submission wizard.

e Last Modified — represents the date and time the submission information
was last saved to the disk file. The date and time are automatically updated
after each save.

e Date Packaged — represents the date and time the submission files were
generated for transfer to FDA. The date and time are automatically set after
the files are packaged for submission.

Outline Displays tabs that organize the report into sections (as shown below).
Area/View
eSumitter Q@
B EEN PR EIEOE
Rovort Tt Rataon Eiing Prod.eh (o8B o, 0910-0025) D Packegett |
Outline . J Screen: Submission Information J
@ ERadHEallhh;'Enpum?uc\f)D::nmqure[Dma } ‘;’:2::1';\/;39 of Submission is this? (Supplements should be submitted selecting the same document type as the original @
i gjﬁmswn R | Ratiation Safety Report (Protuct Repart) and |
‘ihat Type of Product is this Radiation Safety Report about? L]
Laser Products (Includes Projection Systems) .
Each tab within the outline has an image to the left of its descriptive text. This
image depicts which tab contains the section that is currently displayed within
the screen area (i.e., the tab with the highlighted green image).
Each section within the outline contains a folder image to the left of the section
text. This folder image depicts the status of required information that is missing
from within the question responses of the section. For example:
FDA eSubmitter 38
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e Green check mark (#1 indicates no required information is missing.
e Blue question mark 2Jindicates at least one item of required information

IS missing.
e No mark =llindicates that the section does not contain any required
questions.
Screen Displays the questions and responses associated with the selected section in the
Area/View outline area. There is complete flexibility in maneuvering through the screen

area. However, questions should be answered in order. Responses to some
questions will determine whether further questions are required or even
applicable, which means they may become disabled.

Some questions within the screen area may be required in order for the report to
be considered complete. These questions are designated with a blue dot to the
right of the question text. A complete list of required information that is
currently missing from the report can be accessed by selecting the Missing
Data Report option on the Output menu.

The presence of a scroll bar on the right-hand side of the screen area indicates
that the screen extends below the view window. To scroll down to view
questions and messages that are below the view window, press the downward
scroll arrow.

Note: It is recommended that you always scroll down the entire screen to
ensure that you have answered all questions for that screen.

Splitter Bar The splitter bar is the vertical bar between the outline and screens areas in the
Expert layout, as shown below. By dragging the bar with the mouse to the left
or right you can control the proportion of the window that is allocated to each
of the areas. Adjusting this bar may be necessary on smaller monitors in order
to improve readability of the text.
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Splitter Bar

Subsection 3.1: Application Window
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Subsection 3.2: Toolbar

S e SO RE RO

The tool bar is a row of buttons that are designed to provide quick access to
specific or commonly used commands and options. The tool bar is located
below the menu bar.

Note: The screens and information that are accessed through the icons can also
be accessed using the following menus: File, Edit, View, and Help. However,
you must access information for Output and Tools (with the exception of
Package Files for Submission) through the actual menus. For information
relating to output and tools functions, refer to pages 43 and 44 respectively.

The buttons on the tool bar are grouped by functionality and are described
below:

Tool Function

New — Displays the New Submission Dialog box, which
allows a new (empty) template to be created.

Open - Displays the Open Submission Dialog box, which
allows an existing template to be selected and opened.

Save — Saves any changes within the open submission to
permanent storage (e.g., to the disk).

Simple Layout — Selects the simple layout, which displays
the current data entry screen and contains basic options for
moving forward and backward through the report one screen
at a time.

0T |8 &

Expert Layout — Selects the expert layout, which contains
the overall outline and current data entry screen side-by-side.

Home — Takes you to the home screen.

CIE
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Previous — Navigates to the previous screen.
Next — Navigates to the next screen.

Process Screen Changes — Processes your changes to screens
without saving the submission or selecting another node. This
option allows you to see how rules impact the form based on
the changes made without having to leave the screen.

Screen Undo — Undoes most recent changes made.
Cut - Cuts text.

Copy — Copies text.

Paste — Pastes text.

Package Files for Submission — Packages your submission
to send to FDA after you have completely answered all
required gquestions. For complete information, see Packaging
Submission Files on page 92.

Help Contents — Displays the Help Menu, which includes the
User Manual, Quick Guide, and FAQs.
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Subsection 3.3: Menu Bar - Output

The Output menu includes commands Qutput = Tools Help

related to the output of reports for

Lo . Missing Data Report...
submission information. For complete
information on getting a submission ready Submission Report...
to send to FDA, see Completing a Submittal Letter...

Submission on page 87.

Q Package Files for Submission...

Note: All report outputs are generated as Rich Text and require an application
capable of viewing output, such as a WEB browser, the full version of Adobe
Acrobat (not Acrobat Reader), or Microsoft Word.

Each command on the Output menu is described below.

Tool

Missing
Data
Report

Submission
Report

Submittal
Letter

Package
Files for
Submission

Function

Provides a list of required questions that you have not yet
answered. The list is provided in Rich Text format. You can
save the report file at any time. However, you will not be able to
package a submission file to submit to FDA until there is no
missing data. For complete information, see Subsection 4.4:
Completing a Submission on page 87.

Views/prints out the submission report with your entries in Rich
Text.

Provides a formatted cover letter in Rich Text for you to sign
that identifies your file and must be submitted along with the
CD and any hardcopy of the report (if required) to FDA.

Allows you to package files for submission after completing the
submission and verifying that there is no information missing.
For more information on packaging files for submission, see
Subsection 4.4: Completing a Submission on page 87.
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Subsection 3.4: Menu Bar - Tools

Introduction Each command on the Tools Menu is described Taals| Help
below: Address Book...
Contact Book...

Tools

Submission File List...

Assign Submission ID...

Function

Address Book | Displays the Address List e =

FDA eSubmitter
User Manual v5.7

Maerage Addmss Lis o

Dialog box, which
provides the ability to | P
maintain the addresses of =t
the pertinent
manufacturing and
corporate facilities .
associated with your |
reports.

You only need to enter
each organization name :
and address once into the Address Book, then select the appropriate
entry in response to each question. If the mailing address is the
same as the physical address, the physical address can be copied
into the mailing address fields. If they are similar but not exactly the
same, it can be copied, and then edited. The Address Book will
always be accessible for future reports, and you can update it as
needed. This should reduce confusing, misspelled, and redundant
entries.

The Address List Dialog box contains a list of all the available
organizations and a comments area for viewing the comments on
the selected establishment. In addition, if you scroll across the
address list, you’ll see fields containing basic identifier information
about each organization.

The options (New, Edit, Delete, and Close) in this dialog box are
described below:
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New Displays the New Address Dialog box, which allows a new
organization to be created. Below is an example. Enter
information in the fields to identify a particular organization.

New Address Dialog ==

Organization Identification | Physical Location | Mailing Location

Organization Nare °
I J

Divigion Narme |\ |

Reference Numbers

FDA Establishment ldentifier (FEI:

Central File Nurnber (CFIM):

Registration Mumber:

| |
| |
DB D-U-N-5 Nurnber. [ ]
| |
| J

OumerfOperator Nurmber.

Help Finding R egistration and Owener/Operator Mumbers for Devices

Help Finding Blood Establist R ion Numbers

Internet Home Page Address |\ \‘

Organization Comments

| oK ‘ ‘ Cancel ‘

=Click the Physical Location tab to enter address
information for where the organization is physically
located. See below.

[I—— |

TR O MR e Loslan | g LEcaee
aditean
St » Unkedl Stwe ol Arvmicn Ot {esiet baiow)
AN L )

dddrwin -l I

Thide, Frosinw, o Tetiex

PEIIOFEE B O Do
Paaw Hamban
Toippapas peraner 3 et

s vy |

o Coacel

=Click the Mailing Location tab to enter address
information for the mailing address of the organization.

FDA eSubmitter
User Manual v5.7



Subsection 3.4: Menu Bar -Tools

Edit

Delete

Close
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New Address Dialog ==
Organization Identification | Physical Location ~ Mailing Location
Copythe physical location to the mailing location || Copy Address ‘
Address
Country. (@ United States of America Other (select below)
Address - Line 1: [ |
Address - Line 2: | |
City: [ |
State, Province, or Territary:
| =
Post Office or Zip Code: | S |
Phone Numbers
Telephone number: [y - ea_ |
Fax number: |(_) - |
OK || Cancel
. | Copy Address | . - P
=Click if the mailing location is the same

as the physical location of the organization. The
information is automatically copied into the address fields
(as shown above). However, if the mailing location
differs drastically from the physical location, you must
manually enter the information.

=When you are finished with the addresses, click 2% |

to save your edits or click | =™ to ignore all edits.
You return to the Address List Dialog box.

Displays the Edit Address Dialog box, which allows the
selected establishment information to be changed. (You enter
information in this dialog box in the same manner as the New
Establishment Dialog box.)

Deletes the selected address from the list.

Closes the dialog box.
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Function
DISpIayS the [5] Contact List Dialag =
Contact List Manage Contact List 9
Dialog box, . p— |
WhiCh aIIOWS Smith, John PresidentiCEQ =

the names and
addresses of
the pertinent
people
associated with
the report to be
maintained.
You only need
to enter each
person's name
and contact information once into the Contact Book, and then you
can select the appropriate individual in response to each question.
Existing addresses can be selected (from the Address Book) for
each contact. The Contact Book will be retained and accessible for
future reports, and you can update it as needed. This should reduce
confusing, misspelled, and redundant entries.

View comments on the selected contact

| mew. || Et. || Deete | | close |

The Contact List Dialog box contains a list of all the available
contacts and a comments area for viewing the comments for each
selected contact. In addition, if you scroll across the contact list, you
will see fields containing basic identifier information about each
contact.

The options provided in this dialog box are described below:
Displays the New Contact Dialog box, which allows a new
contact to be created.

Displays the Edit Contact Dialog box, which allows the
selected contact information to be changed.

Deletes the selected contact from the list.

Closes the dialog box.
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Function

Displays the Master File Attachment Dialog box, which allows you to
manage the file information to be attached for use across questions in
the submission.

& B
Manage File Attachment List |

| | Sekecd 2 Dyrtioan Toe anag bg @ Flc Akachnicrt L= W

 Wiemanape The LA of Flkes Radod ® Lo & Hew Fle from e Werkscatine or Holwork 1o the Lisc

| Siewz Lecaie e Al o Bdd ¥

—aatz Pl L || =
Ssoi e THe

Sesenzdion e tRisdea ] i

fikinH vl himae | e Ssdrcti (ks b the £ ik

Attaching PDF files requires software capable of viewing and/or
printing PDF files (e.g., Adobe Acrobat). If you did not set your file
viewer under User Preferences, the first time a PDF file is attached,
the software will prompt you to locate the application within the
system that will be used to view/print such files. Once identified, the
software will no longer prompt for this information. For information
on setting up your PDF Viewer, see page 21.

Note: The file list is specific to the submission that is currently
open, thus not retained nor accessible for future reports.

The Master File Attachment Dialog box manages the file attachment
information related to the open submission. The dialog box contains a
list of all the attached files that are currently available, an area for
general information on the selected file, and options for managing the
list. The file list displays the following for each:

 Descriptive title
 Physical file name
o Number of questions that currently reference the file as an
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attachment
o File date
o Filesize
« Path to the file location

The options provided in the dialog box are described below:

Allows you to add a new file to the Master File Attachment list
for later use as a question response. For instructions on how to
attach files as a question response, see How to Attach a File to

an Attachment Question Type, beginning on page 62.

Allows you to manage the existing documents in the list of files
displayed in Step 2. The options available for managing the list

of existing files include View, Edit, Delete, and Close. These
options are described below.

Displays the selected file within the specified PDF viewer.

Displays the Edit File Dialog box, which allows the selected
file title and general description to be changed.

Deletes the selected file from the list.

Closes the dialog box and saves the changes made to the
Master File Attachment list.

Function

Allows you to enter an FDA-related identifier to a submission. After

you have sent the submission to the FDA for processing and if you
have received a unique identifier, you may store that FDA assigned

identifier in the submission for tracking purposes. For complete
information on preparing a submission, see page 51.

To enter a Report ID:

= Select Assign Submission ID from Tools on the Menu bar.
You see the Assign Submission ID dialog box (see below).

= Enter the unique identifier assigned by FDA.

= If you are satisfied with your entry, click OK. Or, click

Cancel to close the dialog box without making any changes.
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Ti

After a submissionis received and processed you will receive an
acknowledgement with a unique submission identifier. This identifier should be
used whenever referring to this submission.

Externalldentifer: 1

OK | | Cancel
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Section 4: Preparing a Submission

Contents
This section contains the following topics:
Topic See Page

Entering Submission Information 52
Question Types 53
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» File Attachments 61
» Guidance Documents 67
4 Text Fields and Messages 70
» Product Codes 72
» Standards 78
» Sections as Tables 80
Relationships Across Screens 83
Saving Submission Entries or Changes 86
Completing a Submission 87
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Subsection 4.1: Entering Submission Information

Entering information for a submission requires stepping through the form and
answering questions. If you use the simple layout, you progress through the
form screen by screen, ensuring that you have filled in all appropriate
responses. If you use the expert layout, you progress through the outline
sections of the form, activate each section to load the section questions and
responses, and ensure that you have filled in all appropriate responses. You
may also use the green navigation arrows located in the tool bar to move
through the submission in expert view.

Note: For the purpose of this guide, all graphics are in the expert view. Also,
information marked with a blue dot is required.

For additional information on the simple and expert layouts, see Interface on
page 34. It is strongly recommended that you follow the order of the sections as
they are listed in the outline. The order has been set up to represent the most
logical progression through the submission form. This is especially important
for first-time users who are less familiar with the application to ensure you have
filled in all appropriate responses.

Note: It is recommended that you always scroll down the entire screen to
ensure that you have answered all questions on the page.

To enter responses into the submission, follow the instructions below.

Action Graphic

1.  The eSubmitter application must be open on your
computer desktop, and a submission must be open. If
the application and a submission are not open, see the
instructions beginning on page 8.
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Subsection 4.1: Entering Submission Information

2. Navigate through the submission as follows:

e If you are in the simple layout, use the buttons on
the navigation bar to advance to next/return to
previous screen.

e If you are in the expert layout, use the outline
pane, and activate each section to load the screen
or the navigation arrows located on the tool bar.

3. Provide a response to the question(s) on the screen.
The response required depends on the type of
question.

Question Types  The eSubmitter tool uses several different types of questions to capture all the
information that is required for a specific report. The response that you enter
depends on the type of question used in your particular report. For example, to
answer a specific question, you may be required to select a response from a
drop-down box, type in text, attach a separate PDF file, select a check box, or
provide contact information.

The following subsections describe each of the different question types and
include examples of their respective responses.

Note: You may not see all of these types of questions in one particular
report. The purpose of this section is to provide a brief overview of all of the
different question types that are used in the eSubmitter software.
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Subsection 4.2.1: Question Types — Address and Contact

Information

Address

This question type requires that you enter the address and phone
numbers of your organization. You enter the information in text
fields and make selections using drop-down menus and clicking
option buttons. An example is shown below. Other types of address
questions are Contact and Multi-Part Address, which will be
discussed below.

Address
Country: @ | @ United States of America (! Other {select below)
Address - Ling 1: @ || |
Address - Line 2: | |
City: @ | |
State, Province, or Teritory: 2

| x|
Paost Office or Zip Code: @ || - |
Phone Numbers
Telephone number; [ ] |(_) I = | |
Fax number: |(_) - |

Contact
(Simple)

This question type requires that you type contact information (first
name, last name, etc.) in text fields. Entries may or may not be
required. The figure below shows an example of a simple contact
question with the first name, last name, and email address as
required fields (as indicated by the blue dots).

Contact

Title (Mr., Ms., Dr.):

FirstiGiven Mame: @
Middle Name:
Last Mame: @

Qccupation Title:

Email Address: @

Contact
(Multi-
Part)

This question type contains multiple sections that you need to
complete (indicated by the tabs: Contact Information,
Establishment Identification, Physical Location, and Mailing

FDA eSubmitter
User Manual v5.7
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Subsection 4.2.1: Question Types — Address and Contact
Information

Location). For this question type, you may enter contact
information (first name, last name, etc.) directly into text fields, or
you may copy this information from the Contact Book. When you
enter the information directly (without using the Contact Book), the
contact information is only saved for the submission. Copying the
information from the Contact Book saves time for data entry
because the information is automatically copied into the question.
Information in the Contact and Address Books requires that you
only enter the data once and reuse it across multiple submissions.

You can also copy information from the question into the Contact
or Address Books if you have already begun filling in the question
fields directly.

The figure below shows an example of a multi-part contact

question.
Contact Identification | Establishment Identification | Physical Location | Mailing Location |<_ Tabs
Contact
Titla (Mr., Ms., Dr): | |
FirstiGiven Name: @ | |
Middle Mame: | |
Last Name: e | |
Occupation Title: | |
Email Address: @ | |
Copy To copy information from the Contact Book into the Contact question type,
Information follow the instructions below.
from Contact
Book into
Question
Action Graphic
1. Click the Copy from Contact Book icon in the ‘ ‘
question. The Contact List Dialog box is displayed, as l
shown below.
FDA eSubmitter 55
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Subsection 4.2.1: Question Types — Address and Contact
Information

Contact List Contact List Dislog
Dialog Box Manage Contact List

(14

Selecta contact

Contact Name | Qccupation Title |
Srnith, Jahn PresidentCEO Bo.

| [»

Viesw comments on the selected contact

New. | Eat. || Deete seect || cuose

2. Click to highlight and select the desired contact.

3. Click Select. The contact information is automatically | Select

populated in the different entry areas (within each
applicable tab).

4.  If the information is not exactly the same, you can edit
the information in the question fields after you have
copied it.

5.  To see the other information, click on the desired tab.
If you copied the contact information from the Contact
Book, the information for these tabs will be completed
as well.

6.  For more information about Contact Books, see page
54.
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Subsection 4.2.2: Question Types — Option Lists

Drop-
Down
Menu

Radio
Button

Check
Box

Check
Box
Group

Date

Date

Range
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This question type requires that you select a response from a
list of entries that appear after you click the box with the down
arrow (¥/). Below is an example of a question with a drop-
down menu.

whattype of product is this submission referring to? >

lIn Vitro Diagnostic Device
IRadiation Emitting Product
[Other . ...

This question type requires that you click on the radio button to
select a question response. Only one response can be selected.
See the example below.

Willyou be utilizing the same SOPs in all of your facilities? 2 ™ Yes

i) No
i_! Not Applicable

This question type requires that you click on the box to select
or clear the check mark to answer a question. See the example
below.

Compliance with the limits of 21 CFR would restrict the intended use ofthe [w]
product hecause compliance would limit the output power to the extent that the
desired effects would not be sufficiently visible.

This question type requires that you click on the box(es) to
select or clear the check mark(s) to answer a question. Multiple
responses can be selected. See the example below.

SUBMISSION REASONS (Check all thatapply) @ | [ New Product

[¥] New Indication
[_] Other {Specify)

This question type requires that you type in a date, using
mm/dd/yyyy format as a response. See the example below.

‘ Sample Date Question Text ey ‘_I_I_ ‘

This question type requires that you type in a date range, using
mm/dd/yyyy format as a response. See the example below.
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| Sample Date Range Question Text L 2% || i [0 i1 ||

Numeric | This question type allows you to use the up and down arrows to
Spinner select a number. Alternatively, you may enter a number directly
into the field. See the example below.

| Sample Spinner Question Text \) || UH|

List Item | This question type allows you to select an item from a list of
options. Below is an example of a list item question.

C.F.R. Section

Identifier H 3 H = ‘

Mame

Access the List  To access the list of available options, follow the instructions below.
of Available

Options
Action Graphic
1.  Click the Select Item icon. A Selection List Dialog |i
box is displayed (as shown below).
Se|eCti0n LISt Selection List Dialog @
Dlalog BOX Select an itern from within the list
Identifier | Mame |
000.0000 LUNDEFINED & |
=
102010 TELEVISION RECENMERS
102030 DIAGMOSTIC ¥-RAY SYSTEMS AMD THEIR MAJOR
COMPOMEMNTS
1020.31 RADIOGRAPHIC EQUIPMENT
102032 FLUOROSCOPIC EQUIFMENT |
1774 iterns in the list.
select || cancel
2. Click to select (highlight) the desired option.
FDA eSubmitter 58
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Select multiple
options or enter
text responses
into a Table

Subsection 4.2.2: Question Types — Option Lists

3. Click the Select button. The Selection List Dialog box == N
closes, and you return to the open submission with the
list item question showing your selection (as shown
below).
Z.F.R. Section
Identifier 102010 L | = |
Marna TELEVISION RECEIVERS
4.  If you wish to change your response, click the delete |L|
icon. Your response selection is deleted from the
question.
5.  Repeat steps 1 through 3 to make another selection.
Table This question type allows you to select from a list or add text items

that are then placed in a table. Below is an example.

If necessary, identify the secondary Classification Panel

[ ]| = @ | 5

0 of 10 iterns in the list

-~

el

To select from a list of options or to enter text responses into a table question
type, follow the instructions below.

FDA eSubmitter
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Action Graphic
1. Click the Add icon. L |
2. You will be prompted to either select from a list of
options or enter a response into a text field.
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Action Graphic

FDA eSubmitter
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If you wish to change your response, select (highlight) |L’7
the option in the table and click the delete icon. The
selection is deleted from the question list.

Repeat steps 1 and 2 to make another selection or
enter text responses into the table.
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Subsection 4.2.3: Question Types — File Attachments

File Please see Section 5 FDA Recommendations for PDF File Specifications to
Attachment ensure you are meeting the FDA recommendations for electronic files
submitted and archived.

This question type allows you to attach a file as a response. The question
may contain a text editor that allows or requires you to type additional
information. In addition, this editor may be a Rich Text Editor, which
allows you to format what you type (bold, underline), run spell check, or
insert a table. You may use this area to provide descriptive information or
clarification, such as “see page 15 of the attached user manual.” You may
be required to enter the attachment or provide the descriptive text.

Note that the question itself may be restricted to only allow certain file types
to be attached (e.g., PDF only or a combination, such as PDF and/or Excel
file types only).

Attaching PDF files requires software capable of viewing and/or printing
PDF files (e.g., Adobe Acrobat). The first time a PDF file is attached, the
software will prompt you to locate the application within the system that
will be used to view/print such files. (See below).

x|

@ Reports require a PDF compatible viewer in order to be displayed and as of vet no
& wviewer (or an invalid viewer) has heen specified.

Specify a POF viewer now?

For example, a typical location for the Adobe PDF viewer an a Windows machine
is: 'Program Files\Adobe\Acrobat 4. 0WReader’

The typical executable file name is: AcroRd32"

Once identified, the software will no longer prompt for this information. For
information on setting up your PDF Viewer, see page 21.

Below is an example of a file attachment question with a response properly
attached. See instructions for correctly attaching files in the subsequent

section.
Provte suppoting setals and an atachment necassary ~_ Location of File
File =) H i H @‘H |HA||a|:hmanH (C\Dosuments and Settings\515899\Desklopisampleatiashmentsitestattash pdf) | Attachment
S W] YR P = Y EZ T < Indicates Rich
This file describes the label | Text Editor
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How to Attach ~ To attach a file as a response to an attachment question in eSubmitter, follow the

a File to an
Attachment
Question Type

instructions outlined below.

Action

File
Attachment
Dialog Box

1.  Click the Add File icon to select the desired file to
attach as the question response. The File Attachment

Dialog wizard is displayed (as shown below).

[S] File Attachment Dialog =
Attach File to Response 9

(® Select a File from a List of Previously Attached Files (") Select a New File from the Waorkstation or Network

Select the File ta Attach from the List ?

List of Previously Attached Files Q Y 7]

| Title. narme | _Question Count_| Date |

0Ofiles in the list

Cescription of the Selected File

Close wiChanges

FDA eSubmitter
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2. Step 1: Select the Method for Identifying the File
to Attach.

In this step, choose the desired method for selecting
the file to attach. The options are:

1. Choose a previously attached file from the master
list of previously attached files

OR

2. Select a new file from your computer or a
network drive that has not been previously attached to
the submission.

Note: The wizard defaults to the method “Select a
File from a List of Previously Attached Files” if the
master file list contains any files to choose from. If
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Select a File
from a List of
Previously
Attached Files
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there are no files in the master file list, it will default
to the method “Select a New File from the
Workstation or Network”.

If you would like to navigate to a location on your
computer and select a new file, click the radio button
to change the response in Step 1 to “Select a New File
from the Workstation or Network™.

3. Step 2: Select the File to Attach According to the
Method Chosen -- Select a File from a List of
Previously Attached Files.

If the file can be located in the list of previously
attached files, select (highlight) the file from the list.

Select the File to Attach from the List ¢
List of Previously Attached Files | < ‘ [ ) |
Title | Mame | Guestion Count | Date

Sample Atachrment Samnple_Attachment_1.pdf 1 08/08/2005 0&:21:44 F =+

(4]

72 D

11ile inthe list.

4. Once afile in the list is highlighted, the Attach

Selected File button is activated in the bottom right _Attach Selected File
side of the dialog box.

Click the Attach Selected File button to properly
attach the selected file to the question response.

5. Step 2: Select the File to Attach According to the
Method Chosen -- Select a New File from the
Workstation or Network.

If the file cannot be located in the master list, then the
method chosen in Step 1 must be “Select a New File
from the Workstation or Network”.

6.  Step 2 of the File Attachment dialog changes to
correspond with the method chosen (as shown below).
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Select a New
File from the
Workstation or
Network

Select File
Dialog Box
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File Attachment Dialog

Aftach File to Response 2]
{_) Select a File from a List of Previously Attached Files /@) Select a New File from the Waorkstation or Network
Lacate the File to Attach v

Locate File L o] « | =

Descriptive Title

Description of the Selected File

Close w/Changes Attach Selected File ‘
7. Click the file folder icon to the right of the Locate |E
File field.

You will see a Select File to Attach dialog box as
shown below.

Select File to Attach (3w
Look In: | [J eSub_Test b | @ @ @ @E
3 data I META-INF
3 Digital Signature 3 output
[ form temp
=3 import
=3 JEXpress
CJjvm
=3 manual
File Hame: || |
Files of Type: | Adobe Acrobat Files {.pdf) hd |

Select | | Cancel |
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8.  Verify that the correct file type is selected in the Files
of Type drop down located below the File Name
field. Only those files of the type chosen will appear
in the display pane for you to select. The Files of
Type is defaulted to Adobe Acrobat Files (.pdf).
Note: The Files of Type drop-down field may not be
enabled if the question has been set to restrict the
response to only allow a particular file type (e.g., PDF
only).

9.  Click the Look In drop-down menu to locate the
drive, such as Local Disk (C:), or folder where the file
you wish to attach is stored.

10. When you locate the desired file, click to select it
(highlight). The name of the file appears in File Name
(as shown below).

Select Flle Select File to Attach @
Dialog Box —
Fille SgeleCt)((Ed Look In: |IjeSuh_Test '| @ @ @ @’E
[ data I META-INF
7 pigital Signature T output
T form Ftemp
Ijimporl
IjJExpress
= pm
3 manual
File Name: || |
Files of Type: |ndohe Acrobat Files {.pdf) V|
Select || Cancel |

11. Click Select. The Select File tq Attach dialog box Select
closes, and you return to the File Attachment dialog
box.

12. Enter atitle in Descriptive Title (required entry) and

FDA eSubmitter
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a description in Description of Selected File, if
desired.
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Multiple File
Attachments
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13. Click Attach Selected File. You return to the
submission.

This question type allows you to attach multiple files as a response. Below
is an example of an attachment question with a file attachment included. In
the image below, the green plus sign is still enabled after attaching a file,
indicating that additional files may be attached as the response.

To attach multiple PDF files to an attachment question, follow the same
instructions listed under How to Attach a File to an Attachment Question
Type beginning on page 62.

Attach label(s). )
| & || = || Q | 2 iterns in the list
Title | Mame | Date
Sample Attachment 1 Sample_Attachment_1 pdf  08/02/20058 05:21:44 P &) Scroll Bar to
Sample Attachment 2 Sample_Attachment_2 pdf 0302200503176 FM | view additional
| ¥| details on files
o [ |
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Guidance This question type allows you to select the guidance
Documents | documents that you used to prepare your submission, as well
as provides space for you to add supporting text if necessary.
Below is an example of a guidance document question.

Flease enter all referenced Guidance Documents.

L@ ] = | & O itens in the list
Docurnent Title | ofic

Select a To select a guidance document, follow the instructions below.
Guidance
Document
Action Graphic
1.  Click the Add Guidance icon. The Guidance d}
Document Filter Dialog box is displayed (as shown
below).
Guidance
Document Priovais P il
Filter Dialog = e [ 2 z
Box e e |
_mm [ T | |
| v el b s 1 W P gecb i i B e riod M Pl rea Proogean Uveder T Macke bl Dl ba Uesr E0RH L T e Py -
Fo arrd b ok of 3001 ek L hﬂm.ébﬁ.ﬁlr._mu :
Burding Muiipls Desfoes o0 Mukbple ndicrians ina Single Bebmizsian- Gaidangs farirdssin CORH SR N T R
arad FOUW it
I Pt i B P i3 nf Frsman il da pronvid AR K - DU Bas 6 F eus iy aid FDR SR | CORH EEp e TEa il
E Bed Reraees of Fremarked g Dwevicns - (apvkaras far ey sireared FO B cOAR 'l:-\‘*wf‘;a:rcrﬂ:-.‘r_”
._. 0 I i e =
Mumumﬁumm m-.a'nmh .n
i — ol ot
v 1 San £ Dixurment S S190K) Busmiison of|nimar gt i85, 08 O and | DRy [T 1] B T it =]
IOimne A e e SxEka N Wi Daaiis |
g ervation af fip res posctia noiy Accrod ded Persares Frogmam Undor The Medio s Dadoe User | CORHE Ll L R |
_:TH and Migdemizaion Aot of J00 3, e fabon Cajeria Guisancedr ncusiy; 5D ST, and -
- Jﬂlldmbrl:luunmhhr amzdl =
e Filr _,  Geect || Dewe | | o || ceed
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2. On this dialog box, you have several options for
searching for a particular guidance document:

¢ In the Title text box, you can type the title of the
desired document (if you know what it is).

e If you do not know the title of the document,
select the applicable office from the Office list
box.

e On the Division list box, select the desired
division.

e Click Clear Filter to delete your selections and

. Clear Filter
begin a new search. |—

3. Depending on which method you used, one or more
guidance documents will appear in the Guidance
Documents matching the specified filter criteria
area of the screen

4.  Use the scroll bar to see information about the found
guidance documents.

Wik Guidance...

5. If you are connected to the Internet and have Adobe
Acrobat installed, click to select a desired document,
and click View Guidance to see the selection.

6. To move a guidance document to Guidance
Documents currently selected area of the screen:

e Click to select (highlight) a particular guidance
document.

e Click Select. The selected document appears in Select
Guidance Documents currently selected area of

the screen.

e Repeat the above two items for each desired
guidance document.

. . Delet
e Click Delete to remove a guidance document i

from your selection.
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7. Click OK when you have made your selections. el

You return to the guidance document question with
your selection appearing. Below is an example of a
guidance document question containing a response.

Guidance Please enter all referenced Guidance Documents.

gocume_nt [ ] =] & ] 1 ftem in the list
Ontammg a Dacument Title | e

ReSponse Implementation ofthe Inspection by Accredited Persons Program Under The Medical Device User  CDR |

Fee and Modernization Act of 2002; Accreditation Criteria; Guidance for Industry, FDA Staff, and

o [

FDA eSubmitter
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Messages

Memo This question type provides an area for you to enter several
(Multi Line | lines of text (as shown below).
Text)
Enter your 510(k) Surnmary or Staterment. &
The question may contain a Rich Text Editor which allows
you to format what you type (bold, underline), run spell
check, or insert a table. The tool bar for the Rich Text Editor
will appear after you click in the text area to begin typing.
e PRI EAETED
|
Text, This question type allows you to type in text as a response. Below
Single | shows an example of a text question.
Line
| Provide the Accession Mumber of the report forwhich this is a supplement: L4 ‘
Message This question type provides information to you as you

complete a submission. You may see several different types
of messages as you progress through your submission.
Different examples of the message types are listed below:

. Information Message

@ Selectthe CORH Recognized Standard from the available list.

° Error Message

m Sample Error Message
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o Stop Message

@ Unfartunately, this software currently only supports submissions for in vitro diagnostic devices,
radiation emitting products, and medical device adverse event reporting. For all ather submissions,
please check hack at a later date for information on additional submissions thatwill be supported by
this software.Please email any gquestions ar comments to the CeSub team at:
cdrhesubi@cdrh.fda.gov. Be sure to include your name, company name and contact infarmation in
the email Thank you again for using our electronic product reporing software.

. Note Message

#\  containg Information on the Applicable Contacts
/

e  Confirmation Message

g Are you sure you wantto delete this item?

e  Warning Message

] Any changes made will be lostifthey are not saved,

Selecting the Cancel button will prevent the aperation fram caontinuing {i.e., clasing the
report template).

o Missing Data Message

Selactan option

1 weousled ke to add another Praduct
& | am finished entering Productis) and | would like to move to the next screen

| ok || comcer |
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Product This question type allows you to search for and then identify
Code the product code that is assigned to your product or device. If
(Single) applicable, you are able to search for the device class, device

panel, and particular CFR section. The response to this
question is for a single product code. Below is an example of
a product code question.

Note: The Product Code is specific to those filing with the
Center for Devices and Radiological Health.

Choose the product code far this submission.

Product Gode |“ o | =

Product Code Name

Device Class

Clagsification Panel

C.F.R. Section

Add any other product codes that are applicable ta this submission.

Enter a Three-  To enter a three-letter code in the product code question, follow the instructions
Letter Code in below:
the Product

Code Question e If you know the three-letter code assigned to your product/device, enter it in

the text field. The remaining fields are automatically filled in for you.

e If you wish to remove your entry, click the delete icon (L= _J).

e If you do not know the three-letter code, see the instructions below to search
for the code.

e If you are selecting a product code for a radiation emitting product and do
not see an appropriate code, enter RZZ.

Search for a To search for a three-letter code by keyword, follow the instructions below:
Three-Letter
Code by
Keyword
Action Graphic
1.  Click the Select Item icon. A Product Code Filter |i

Dialog box is displayed.
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P roduct Code Product Code Filter Dialog E‘
F | Ite r D | a.l Og Provide Product Code filter criteria
BOX *+ | Product Code Mame (kewword searchy || |

* | Device Class ‘ v|

* | Classification Panel ‘ - |

* | C.F.R. Section

Identifier [ & | = |

Marme

Matching Product Codes
Product Code | Product Code Name | Device Class | Clg

»

EN|

0 Product Codes in the list.

Clear Filter ‘ | Select | | Cancel

2.  Enter a keyword to search the database. You will be
provided a list of product codes from which to choose
in the Matching Product Codes portion of the dialog
box.

3. To further refine your search, if desired:

e Click the Device Class drop-down list and make
a selection.

e Click the Classification Panel drop-down list
and make a selection.

e Click the Select Item icon (| P> |) next to the
Identifier (under C.F.R. Selection) and make a
selection.

Clear Filter

e Click | | to remove entries and start

the search over again.
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Add Product
Codes

4. Click to highlight the best match to your

product/device, and click| S | You return to

the submission screen and the product code question.
The remaining fields in the product code question are
filled in for you (as shown below).

Choose the product caode far this submissian.

Product Code ER || > u - ‘
Product Code Mame STOOL, AMESTHESIA
Device Class CLASS |

Classification Panel AMESTHESIOLOGY

CF R, Section 868.6700 - ANESTHESIA STOOL.

Product | This question type allows you to identify other product codes
Codes applicable to the submission. Below is an example of a multiple

(Multiple) | product code question.

| o ] = | 1 ems in the list
_Product Code i Progict Coce Haime | Dswce Gl
REJ LABER TOMOVELTY PRODUCT LERCLABSIR =
I Lk LASER, HEUROSURGICAL CLABS I |
| il
To add product codes, follow the instructions below:
Action Graphic
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1.  Click the Add Product Code icon. You see the
Product Codes Filter Dialog box (as shown below).

X
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Product Code E Produck Code Filler Dialo
Fllter Dlalog | FTm;uuquuuufllul e Goepaurdsh N
BOX LS =rodact Code I | Frocuc Cade Mame |
v Cgnke Clags |7+ Clazzifizalian P5rel -
*  LER Secion , . . i
[y | [y .“‘.| | b
“ane
Producl Codes imalidrg the specilied Mer crilevia
_FeourkCoge | ProducCose bame | Desiatisss | .:li&&"-!mclﬁi
0 Produe, Covkes i Fig Alissed L
Hroducl Code s curmeniby selecbesd
Frodutl Coge | Frodut Coge fameg | DEdica e | Elissﬁcshl_l |
.:i
S, ..”I.'.i
Chear Fiter 0K cancel |
2. Enter Product Code and Product Code Name in the
appropriate sections.
3. Click OK. OK
Enter Multiple 19 enter multiple three-letter codes in the product code question, follow the
Three-Letter instructions below:
Codes in the
Product Code Note: The Product Code is specific to those filing with the Center for Devices
Question and Radiological Health.
Action Graphic
1. If you know the three-letter code assigned to your
product/device, enter it in the Product Code text box.
You see the product code/device appear in Product
Codes matching the specified filter criteria (as
shown below).
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Product Codes matching the specified filter criteria

Product Code | Product Code Mame | Device Class | Clagsificatio |
BRT RESTRAINT, PATIENT, COMDUCTME CLASS | GEMERAL HOE =

BRI PROTECTOR, DEMNTAL CLASS | AMNESTHESIO

2168 Product Codes in the filtered list.

2.  Click Select. The product/device appears in Product Select
Codes currently selected (as shown below).
Product Codes currently selected
FProduct Code | FProduct Code Name | Device Class | Classificatio |
BRT RESTRAIMT, PATIENT, COMDUCTIVE CLASS | GEMERAL HOZ*
3. Repeat steps 1 and 2 to continue to add product codes.
OR
¢ If you do not know the three-letter code, see the
instructions below to search for the code.
OR
e Click OK to return to the multiple product codes
question. oK

Search Multiple To search for multiple three-letter codes by keyword, follow the instructions
Codes by below:

Keyword
Action Graphic
1.  Enter a keyword in Product Code Name to search the

database. You will be provided a list of product codes

from which to choose in the in Product Codes

matching the specified filter criteria portion of the

dialog box.
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2. To further refine your search, if desired:

e Click the Device Class drop-down list and make
a selection.

e Click the Classification Panel drop-down list
and make a selection.

e Click the Select Item icon (| @ |) next to the
Identifier (under C.F.R. Selection) and make a
selection.

Clear Filter |

e Click |
the search over again.

to remove entries and start

3. Click to highlight the best match to your S

product/device, and click Select. The product/device
appears in Product Codes currently selected.
4.  Repeat steps 1 and 2 to continue to add product codes.

OR

Click Delete to remove a product code from the | Delete |

selection.

5.  Click OK to return to the multiple product codes
question, which shows your selections.
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Standards

This question type allows you to select a standard for your
submission from the list of recognized standards. Below is
an example of a standards question.

Select all standards referenced.

L@ ] = 0 iterns in the list

Title and Reference Mumber |

4

[ o]

Add a Standard To add a standard, follow the instructions below:

Action Graphic

1. Click the Add Standards icon. You see the Standards

Filter Dialog box (as shown below).

Standard Fllter B Srammlar s Filis iy

Dialog Box | Pravine Seansams Ter reena drseris)

* | TleRefe inie ||

|1 Campar - I orgznzatin -

Srandands matching e spaciied ker ez
[im s Suatann Humhsi caRznrg |

C FardarEin e Themd sl

Srandands cerrendy sekeoail

(R ETTE EILR Y C IO T Camenrg | LN 1 el I

D Elndand: nth: cewrkdlzl

2. Enter title in Title Reference to search the database.
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3. To further refine your search, if desired:

e Click the Category drop-down list and make a
selection.

¢ Click the Organization drop-down list and make
a selection.

Clear Filter

e Click
the search over again.

to remove entries and start

4.  Click to highlight the best match to your |ﬂ|
product/device, and click Select. The standard appears
in Standards matching the specified filter criteria.
5. When you are finished adding standards, click OK. | i |
You return to the standards question.
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Sections as Entire sections may appear as a table. This is referred to as a tabular view, follow
Tableswitha  the instructions below:
Tabbed View

The tabbed view format is indicated by a row of buttons for New,
Delete, Delete All, an up arrow, and a down arrow. Directly below
this row of buttons is the actual table (as shown below).

List View || New I Delete | Detetean || @ | 3
List | Details |
List of Sites
Status Change | Manufacturer | Contract Manufacturer | Contract Sterilizer
Yes Mo fes fes
Mo Mo Yes Yes

You also see a List and Details tabs. Click the New button to add an
item to the table. You see a screen containing questions for you to
answer. An example is shown below.

Details View | || New | Delete | Deletean || @ | a
List Details |
Details of Selected Site
Status of Change ) Iiv
Site Operation
& | manufacturer @ ’j
* | Contract Manufacturer & E
* | Contract Sterilizer @ ’j

To see the items in the table, click Details. If you accidentally enter a
blank into the table, (by clicking New, not responding to any
questions, and then clicking Details), you will see a line of colored
blank spaces. Select the line of colored spaces and click the Delete
button to remove the item from the table.

Sections as Similar to the tabbed view, in the panel view, entire sections may appear as a
Tables with a table, follow the instructions below:
Panel View

This format is indicated by a row of buttons for Add New, Delete,
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Delete All, an up arrow, and a down arrow. Directly below this row
of buttons is the actual table (as shown below).

Screen: List of Tobacco Products (By Brands)

- - Parent Reference Hame: Sample Name
List View Parent Sub-Reference Name: Sample Sub-Name
|| Product (By Brands) d
List | Detail || adawew | Delete | petetean @ | & |

| | Table of Brands
= | ltem | Product Category: | Product Category Sub-Type: | Brand Family Name |
> 1 Cigarette Marlboro

2 8nuff Coppenhagen

The up and down arrow, as seen below, will allow you to select a
specific row when you have multiple entries. You can be sure that the
appropriate row is selected as the row will be highlighted in blue and
there will be an arrow in the right hand column. Please note the Item

number column as this will be discussed in the List and Detail tab
below.

Screen: List of Tobacco Products (By Brands)

i i Parent Reference Name: Sample Name
L ISt VIeW Parent Sub-Reference Name: Sample Sub-Name
with arrows

Product (By Brands) ]
\ List | Detail || adanew | Delete |  peetean ||| @& | &
Table of Brands
= | ltem | Product Category: | Product Categary Sub-Type: | Brand Family Mame
1| Cinarette Marlbora
> 2 Snuff Coppenhagen

You also see a List and Details tabs. Click the New button to add an
item to the table. You see a screen containing questions for you to
answer. An example is shown below.

SCrear: List of Tobacco Prodects By Drants)

Detail View

| Parend Bsference Hame: Eample Mams
Pareayl Sl Refaranca Hama: Sampls Suk-Mams

Py osduct (B Brandsd

= petat mwew | oo | oeeew | %O
| ez Brans Detals
Product CatEgany L
Froduct Camgany Sub-Typo:
Ertar Brand T amity Mama v I
[ Erkar Brand Nams L B .
Erder r-'f:li;;13|5l'§r Mame T2 Erand: @ i

Crfer Aleragls Trade Marmeds) for Deand, 1 applicakis

To see the items in the table, click Details. If you accidentally enter a
blank into the table, (by clicking Add New, not responding to any
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questions, and then clicking Details), you will see a line of colored
blank spaces. Select the line of colored spaces and click the Delete
button to remove the item from the table.

If you have added multiple entries, you will note that in the Detail or
in the Add New view, the Item Number, highlighted below, will
Item Number | change based on the Item Number as seen in the List view above.

Screen: List of Tobacco Products (By Brands)

Parent Reference Narme: Sample MName
Parent Sub-Reference Hame: Sample Sub-Mame

Product (By Brands) ]
| List || Detail | | Add New || Delete || Delete All | \ i | 5
[ Brand Details
Praoduct Categony: [} ‘Snuﬂ' v|

Froduct Category Sub-Type:

Enter Brand Family Kame v |Coppenhagen |
Enter Brand MNarme: @ Y |[coppenhagen Wintergreen |
Enter Proptietary Mame for Bran: @ | [Coppenhagen Wintergreen |

Enter Alternate Trade Mame(s) for Brand, if applicable
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Some tabbed and/or panel screens may be linked together through a parent/child

relationship, foll

Relationship
Header

Expert View
Relationship

ow the instructions below:

If this parent/child relationship exists, you will see a header bar
on the child screens, as seen below, indicating which list item
within the parent table you are currently entering data for.
These child screens will be repeated for each list entry in the
parent table, as necessary.

Screen: List of Tobacco Products (By Brands)

Parent Reference Name: Sample Mame
Parent Sub-Reference Mame: Sample Sub-Name

——

Product (By Brands)

| View List H View Detail || Add New || Delete ” Delete All || @ | 3
Brand Details
F

Praduct Catagory: @ |

Sub-Type of Product:

Enter Brand Family Name: v ‘ |
Enter Brand Mame: (] J ‘ |
Enter Proprietary Name for Branc: @ | | :

Enter Alternate Trade Name(s) for Brand, if applicable:

EFPEYREY EYR 0 of 10 tems in the list | [

The parent/child relationship can also be seen when in expert
view. As mentioned on page 36, the expert view allows the user
to navigate through the form using an outline tree located on the
left side of the screen. As seen below, the “Brand Logo and
Registered Trademark” is a subfolder to the “List of Tobacco
Products (By Brands) folder”. The subfolder is the child.

Outline ‘

@ Product Listing (905) |

22| List of Tobacco Products (By Brands)
2] Brand Logo and Registered Trademark
B ) Sub-Brand Details (Packaging Level)
2] Sub-Brand Logo
21 Sub-Brand Packaging Infarmation
%] Laheling Staternents
2] Advertising Information
21 Consumer Product Infarmation
—J) Establishment Relationship
Bl 2] Components Manufactured by Third Party
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Relationship
Example

Parent Header

As you enter information into the parent and child screens, the
user will use the List view and the headers to understand the
relationship between the data. Changing the parent screens will

cause the child screens to change. Please see below for an
example.

In the expert view on the left, you see the parent folder named
“List of Tobacco Products (By Brands)”, below, and the parent
folder’s corresponding simple screen.

Tuedres Serees | i of s Prosirt iy ey

3 Proem Listing (P84

o |t o Tl acon Peeiais By Frand)

Prosucd iy k)
- Ll bl LTRSS Fhsats (ST r L]
Ei adl s Prweal Doy (Puchugiogg Luserd) ad i serm
fn

Tucin ol Evamdn
> BT Bkt (. ap gy At a T Fauid Bl vm
o i = L Clgus Mk ignts 1y
3y F bt brend Bdalanchin 2 Al iy hapn: Wrlgres
i)

In the right side of the screen seen above, the product category
cigarette is selected. As you move through to the child folder
“Sub-Brand Details (Packaging Level” and after entering the

appropriate data, you will see the following information in the
List view.

Note that a new header is displayed in green that reminds you
which parent, in this case the product category and brand, you
are entering information for.

Product Categary & Brand Cigarette, Marlboro

Click “"NEW™ to add details for each Sub-Brand being listed.

List | Detail | Adavew | Delete | Deletean @ . s |

Table of Sub-Brands

= Item | Sub-Brand Name |
> 1 Marlboro Lights 100

2 Marboro Regular 100's

Sub-Brand Propristary Namg

Marlboro Lights 100
Marboro Regular 100's

Once you enter information for one sub-brand and have reached
the end of the parent/child relationship, a dialogue box, as seen
below, will prompt the user if they would like to:

e enter a new parent, (e.g., product category and brand)

OR

e enter a new child to the parent (e.g., the sub-brand),

OR
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Navigational e continue on to the next section.
Screen

Outline ‘ Screen:

@ Product Listing (905) | Brand Cigarette; Marlbaro Lights 100's

_2J) List of Tobacco Products (By Brands)
O L) Sub-Brand Details (Packaging Level)
B 4 Sub-Brand Packaging Information | Advertising Information
(%] Laheling Statements

Sub-Brand | Marlkora Lights 100's

() Advertising Information

. e ofthe
(2] Consumer Product i e product
_J) Establishment Relationship S ——— e b Bt Bt 7

e ata Entry has been completed for the current Sub-Brand. Select an option
12 Cornponents Manifaced By Third Pary g below (i.e., adding another of continuing to the next section

Gelect a navigation option 'l

(® [Add anather: ‘Brand’
(2 Add anather: 'Sub-Brand'
() Continue to the next section

ok || cance
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Subsection 4.4: Saving Submission Entries or Changes

Introduction While moving through the submission, any changes made to question responses
are automatically updated within memory (e.g., the user made a change to a
question response, went to another section of the submission, and returned to
see that the changes to the response were still in effect). If you have auto-save
turned off in Preferences, these changes are only saved permanently when you
select the Save option from the tool bar or File menu. Therefore, follow the
same guidance that you would use when saving data in other software. In other
words, whenever you have entered an amount of data that would be frustrating
to have to re-enter, select the save option. For information on changing auto-
save preferences, see page 15.

Note: The software will remind you to save if data has been changed and you

are about to perform an operation that would result in losing your
changes, such as opening another submission or exiting the application.

To save a submission, follow the instructions below:

Action Graphic
1. Click File > Save.
OR
Click the Save icon on the tool bar. H

If you do not finish entering information into a
submission in one session, you may return to it at
another time. See Reopening an Existing
Submission on page 33.

2. If you wish to close the submission, click File >
Close. The Intro Screen is then displayed.
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Subsection 4.4: Completing a Submission

Introduction To complete a submission, you must identify if any data is missing from your
report (and then enter the required data), package the files for submission, find
the necessary files on your computer, and copy the files onto a CD or transmit
via the Electronic Submissions Gateway (ESG).

Missing Data You will only be able to package files for submission as long as no required
data is missing from the submission. To determine if any data is missing, you
will generate a Missing Data Report. To proceed, the desired submission
should be open and displayed on your computer screen.

Note: All report outputs are generated as Rich Text and require an application
capable of viewing Rich Text output, such as a WEB browser, the full
version of Adobe Acrobat (not Acrobat Reader), or Microsoft Word.

To determine if required data is missing from the submission, follow the
instructions below:

Action Graphic

1. From the menu bar, click Output > Missing Data
Report. The Report Output Dialog box is displayed
(as shown below).

Report Output Report Output Dialog E|
Dialog Box
Select the application to be used to view the output Select the shading
#\  The application selected must be capable of viewing HTML output (e.g., 2 Dzl
= browser, full version of Adohe Acrobat, Microsoft Ward) ) Color
(® Default Browser Select the font size
) Other HTML Viewer # Small Font
| (! Large Font
OK | | Cancel |
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2. On this dialog box:

e Select the desired application to view the
output in Rich Text:

e Click the option button: Default Browser or
Other HTML Viewer (The default setting is
your Web Browser.)

= If you selected Other HTML
Viewer, the Select button becomes
enabled. Click the Select button.
You see the Select HTML Viewer

Application File dialog box (as
shown below).

Select HTML g~ i
Viewer |1 Selec _ dication File
Application File Lookin: | [CJeSub ..| |@ IﬂrJ |@ |ﬁ§ﬂ:|
Dialog Box -

£ data

3 JExpress

] manual

7 META-INF

1 Outpt

[ esubmitter.exe

DUn'msIul.exe

File Narme: |

Files of Type:  Program Executable Files - |

Select || Cancel |

FDA eSubmitter 88

User Manual v5.7



Subsection 4.4: Completing a Submission

3. o

Click in the Look In box to navigate to the

executable (.EXE) of the application to view
the HTML. For example, if you want to view
the missing data output report in Word 2002,

you would navigate using the following path:

C: > Programs > Microsoft Office > Microsoft
Office > Office 10> WINWORD.EXE

The following screens display an example for the
navigation sequence to find Word 2002’s executable

(winword.exe):

[ Select HTML Viewer Application File

] eSub

Look In:

MECIEETFS

T Deskor
7 My Documents
[T My Computer
f=; Local Disk (C:)
= Program Files
JeSub
= DVD-RAM Drive (D:)
= Cdrh-shr on "FdswilD3Group023$’ (K:)

[ data

=3 JExpr
T manu:
CIAMETA
=3 Outpu
D eSubr

[ uni

4

File Hame: |

Files of Type: | Program Executable Files

-

Finding Word’s Executable File (Navigation 1)

x|

Louk Inc | ] Program Files "’l |£|ﬁ = %L
3 ota O pecimmesdimy (22 Imkaryiien
|- ceSub_eCopiesTest [ eDegiger_Tesd (Bl

] tasen Systems ek & = ewn
i A asal [ Lenows

] Cumnmun Fikes CAFD& 2 Messemiges
] CmiPius, Applicaticms. LA HetpBraazs HTMI 2 Microsast

[~ COMCHANT [ Itdermet Exmorer [ Microgot Act|
| T3]
Fila Hamn:

Files of Tyques  Prosgram Exoeciftasbibe Files

-
|

| select | Canced |

Finding Word’s Executable File (Navigation 2)

FDA eSubmitter
User Manual v5.7

89



Subsection 4.4: Completing a Submission

|
i

Lok in: |~ Microsaft Ofrice ~ [ =

A cupanT
71 MEDan.
CIarIcET
1 stationeny
£ Temglates

I Vvisin Wiewes

Filie Baamns

Filees o Tupee | Prograim Execed ke Files x

Selet || Cancel

Finding Word’s Executable File (Navigation 3)

K3 Select HTML Viewer Application File [g|
Look In: |Ij0FFICE11 = | @ @ @ EE
CI XLATORS [} MSACCESS.EXE [\ MSTOREEXE [} PROFLVWIZ.EXE
I HLSTART [ MsEZ.EXE [ ois.exe [y SELFCERT.EXE
[} DSSM.EXE [y MSOHTMED.EXE [} OSA.EXE [} SETLANG.EXE
5 [} EXCELEXE [(ymsPUBEXE [ OUTLOOK.EXE [ UNBIND.EXE

[y FNDEREXE [} MSQRY3ZEXE [ ) POWERPNT.EXE [) WAVTOASF.EXE
me  [JGRAPHEXE [y MSTORDB.EXE [ ) PPTVIEWEXE [ ] WINWORD.EXE

4

FileName:  [WINWORD EXE |

Files of Type: | Program Executable Files hd |

Select Cancel
Finding Word’s Executable File (Navigation 4)

4.  Click Select. You return to the Report Output Dialog |ﬂ
box with your selection showing (as shown below).

Report Output Kl Report Output Dialog

Dialog Box
Select the application to be used to view the output Select the shading
#  The application selected must be capahle ofwiewing HTML output (e.g., a ® Grayscale
—= browset, full version of Adobe Acrobat, Microsoft Waord) 1 Colar
(@) Default Browser Select the font size
() Other HTML Viewer @ Small Font
| ) Large Font
OK | | Cancel |
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5. Select the desired shading of the report: click the radio
button for either Grayscale or Color.

6. Select the desired font size: click the radio button for
either Small Font or Large Font (which is

approximately 10 pt).
7. When you are finished making selections, click OK. OK
The eSubmitter software generates the report in Rich
Text, which opens for viewing in the application that
you selected. The missing data output report will
either state that there is no data missing or identify the
missing data that must be entered (as shown below)
before the files are packaged for submission.
S EE R NEYE A 5 AT T G] 0 e e e
& L O TR IE_: u WWﬁ!ﬂTﬁTi‘]'—"i
1= e sanSsbdaitua > ml 2
[Missng Data Report |
[section: aamin ]
[1-5 vom of Strmnamae ]
37 Conact reomti ]
El: = Asanzn dor Subwann o L :
n[E]m 3 & i # i
e o st ) 8l e g AT E @
8.  After you have verified that no data is missing from
the submission, you are ready to package your files
for submission.
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Packaging
Submission
Files

Package Files
for Submission

Warning

FDA eSubmitter

Submission Files)

After completing the submission and verifying that there is no information
missing, you are ready to package the files for submission. To proceed, the
eSubmitter application should be open, and the finished submission displayed
on your computer screen.

To package files for submission, follow the instructions below.

Action Graphic
1. Click Output > Package Files for Submission
from the menu bar.
2. If data is missing, see the warning (as shown
below).
.Waming ITJ
9 Aprcolam occumed while packaging the subrmission file.
I
@ Submission fles cannot ba packaged wiils data ig missing e vitiin he
~ mepot Plessa complata the repor befom iing again
For @ debailed el of sl missiog fers bl iguice o responge, Select e iiasing
Coata Rapor frarm he Outpat mena
Cisplay tha Missing Dalz Repor now?
| es | Mo
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If the submission has all required data, the Packaging
Files Dialog box is displayed (as shown below).
Within the Packaging Files Dialog box you will be
prompted to move through a series of steps detailed
below.
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Packaging Files | PpackagingfFiles Dialog =
Dialog Box Packaging Submission Files ?))
Owverview and Package File Information
What Submission Packaging Entails...
After completing the subrnission and verifying there iz no information rmissing, you are ready to package the files for
subrnission. It iz itnportant to note that the packaging process may differ based on the submission to be filed. "Click”
the hint option (ie., light bulb icon) for additional information on each step of the process.
During the packaging process, you will verifyy all file attachments, select your transmission approach {may not be
awailable for certain submission types), and produce a complete submission file. The packaging process will result in
a single ZIP file per submission. The ZIP file generated by eSubmitter should not be altered in any way priot to
transtnitting to FDA,
For detailed instructions on packaging your subtrnission files, see the eSubmitter User Manual or the eSubmitter Help
(located on the Metw bar within the eSubtnitter application).
General Submission Package Information v
* | Package File Name (zip) ] |Samp|e |
* | Package Output Location @ |[ciresubAppsiesub_Testioutout I & | =2 |
Cancel Next
Step 1: This section contains a brief overview of the packaging process. Follow the

Overview and instructions below.
Package File

Information

Action Graphic

1.  Specify the submission package file name.

» The Package File Name (.zip) text box
identifies the default zip file name for the
submission. (eSubmitter automatically
uses the submission name for the zip file.)
Make a note of the name for the zip file.
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Action Graphic

2.  Specify the submission output location.

i. The Package Output Location identifies the
file folder where the zip file is located. Make
a note of the output location.

ii. To change the location click the file folder
icon (as shown below), locate the desired

. . Select
location, and click Select.

Specify the Submission Package File o

* | Package File Name (zip) ] |testing.zip |

* | Package Output Location 2 |C:1F'rngramFiIesleSuhIOutpun || |3 || J) |

3. Click Next to proceed to Step 2: File Attachment |L|
Verification.

Step 2: Flle Packaging Files Dialog
Attachment Packaging Submission Files

Verification
File Attachment Verification (may not be relevant for all Submission types)

File Attachment List v
File Mame File Title | Question Count | File

e

| Cancel | | Previous | | Next |

This section lists all file attachments used in the submission.
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Action Graphic

1. Check the list to ensure that all of the appropriate
file attachments are listed (only files referenced in
responses will be included). See above for an
example.

2. Check the question counts to confirm that the files
are attached.

> NOTE: If afile appears to be missing from
the list, go to the Submission File List
within eSubmitter (File Menu > Tools >
Submission File List). In the Master File
List, ensure that each file is attached to a
question. A zero in the Question Count
column indicates that the file is not attached
to a specific question and therefore will not
be included in the packaged submission.

3. Check the file dates, size, and locations to ensure
the correct versions of the files are provided.

4. Cliti(k Next to proceed to Step 3 and continue |L|
packaging the submission.
OR
Click Previous to go back to Step 1. | Previous |
OR
Cancel and exit the Package File Dialog box. | cancel |
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Step 3: . . A . -
Transmission This section will differ based on the submission you are filing.
Approach, If a specific step listed below does not appear in the dialog box on your screen,
Submittal this is because it does not apply. Please skip the instructions and move to the
Letter, and next step displayed on the Packaging Files Dialog box. Below is an example
Packaging of what may appear in Step 3.
e g
. Packaging Files for Subrissian
HiEn} Trangraissan iusinoc, Saiv sl Lenes, Facksge Cresiion
|
Sl Tranemscsen e each
T Saktial et ¥
Papgucs Schmisyin Paclogs v
Frckage Sulmsshe i o
Iycie pew Lascl
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Select Choose the selected approach to send your submission to FDA.
Transition
Approach (may > The first approach is the traditional CD and signed cover letter
or may not be mailed to FDA. See below for an example.
applicable)
Select Transmission Approach =
* | Transmission Approach i@ Send through the mail on a CD ]

' Send electronically through the Gateway

> The second approach is only to be used when sending your
submission through the FDA Electronic Submission Gateway
(ESG).

NOTE: If you plan to send your submission through the ESG,
you will need to register to use the ESG and set up an account.
Please see FDA ESG for more information regarding the ESG.

In addition, if the Attach Signed Submittal Letter is
available, you must have the capability to scan your signed
cover letter in the subsequent Output Submittal Letter step
(see below).

Select Transmission Approach d
* | Transmission Approach Send through the mail on a CD
% Send electronically through the Gateway ]

Output Submittal ~ Follow the instructions below for the Output Submittal Letter.
Letter (may or

may not be
applicable)
Action Graphic
Click the View/Print Submittal Letter... button, as
shown below.
Output Submittal Letter o
* | Submittal Letter | View/Print Subrmittal Letter...
* | Attach Signed Subrmittal Letter @ || [l &
FDA eSubmitter 97
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

2. a. Ensure that your submittal letter is
accurate.

b. Print and sign the submittal letter.

c. Prepare to mail the submittal letter
(for CD transmission approach)

OR

d. Scan the submittal letter (for
Gateway transmission approach)
and note the location where you
store the file (you will need to
navigate to this location in the next

step).
3. Click on the folder icon (see below) to attach the | ,;;J '
signed submittal letter that has been scanned. |
Output Submittal Letter v
* | Submittal Letter | ViewPrint Submittal Letter...
* | Attach Signed Subrmittal Letter @ || [ &
. | select |
4. Once you have located the signed cover letter, click ===
Select to attach the file to the packaging dialog box.
The signed cover letter path should appear (as
shown below).
Qutput Submittal Letter o
* | Submittal Letter | Miew/Print Submittal Letter...
* | ptach Signed Submittal Letter @ |C:1Dncuments and Settings\Wy DocumentsiLetter. pdf | ‘ QJ
Produce To produce a submission package, follow the instructions below.
Submission
Package
(Always
available)
FDA eSubmitter 98
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Action Graphic

. Package Submission Files e el
Click on ¢! |to initiate the

packaging of the zip file (as shown below).

Produce Submission Package ]

P\ afer completing all steps ta this point, click the "Package Submission Files" button below to begin creating the
— packagefile.

| Package Submission Files | | 0%

2. NOTE: Once the submission has packaged
successfully, the status bar will indicate that the
packaging is complete (as shown below).

Produce Submission Package ~J

> After completing all steps to this point, click the "Package Submission Files" button below to begin creating the
= packagefile.

| Package Submission Files | | Complete. |

Large Very large submissions may be broken up into multiple packaged zip files. In

Submission Size  that case, the following confirmation statement will be displayed:
Confirmation

Message

-~

&

The subimission was packaged successiully, However, due to the size of the
content it was split into multiple separate files

Flaase make sure to include all of the following files when submitting to FDA
CDocuments and SeftingsleSub_HomelpackagelTI0000387_001 zip
CaDocuments and SettingsleSub_HomelpackagelTI0000387 _002 zip
CADocuments and Sefiingsiesub_HomelpackagelTIOO00387 _003 70

The submission will be incomplete until all files are received by FDA, Ifyou have
fquestions, please contact the eSubmitter Help Desk at asubmitteng@ida. hhs.ooy

Close
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

. . Next
3. Click Next to.ﬁroceed to Stff 4 to view the |L|
transmission instructions related to your
submission.
Step 4: Transmit This section provides confirmation that the submission files have been

Submission Package successfully packaged. The submission is ready to be sent to FDA. Follow

the instructions below.

Action Graphic

1. Read the instructions provided. These instructions
may vary depending on the approach selected in
Step 3 (if the option was applicable). See below.

Transmlt Packaging Files Dialog @
Submission Packaging Submission Files Q)
Package

Transmit Submission Package

Review ission Package Tr: ission Instructions

Submission Package Created Successfully

Follow the transmission instructions outlined below:

1. Locate the submission ZIP file on your computer’s hard drive. The file is stored in the Package folder
designated within eSubrnitter (1.e., the Package location specified under File-=Preferences).

2. Follow the instructions provided on the ESG website httpAwwrw fda gow/esg/ to properly transmit the ZIP
file wia the Gateway.

Previous Done

FDA eSubmitter
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

2. Click Done to close the Packaging Files Dialog | Done |
box.
OR
Click Previous to return to Step 3. Previous
Printing, The following instructions do not apply if you are transmitting your submission

Locating,and  via the Electronic Submissions Gateway. Please see FDA ESG for Gateway
Copying Files transmission instructions. If you are transmitting your electronic submission on
CD, follow the instructions below:

After packaging the files for submission, locate the packaged zip file on your
computer and copy it onto a CD. In addition, you will need to mail the signed
submittal letter (printed in Step 3 of the eSubmitter Packaging Submission
Files Process). NOTE: For an OIVD submission, the truth and accuracy
statement is part of the letter.

Locate the To locate submission files on the computer’s hard drive, follow the instructions
Submission below.
Files on the
Computer’s
Hard Drive
Action

1. Use Windows Explorer to navigate to the label for the computer’s
installed hard drive, e.g., Local Disk (C:). For example, on a computer
with Windows 2000:

e Open Windows Explorer.
e Double-click My Computer to display its contents.

e Look for the label of the computer’s installed hard drive. For
example, (C:).

2. Double-click on the label for the hard drive to display its contents.

3. Navigate to and double-click on the Program Files file folder to open.
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Subsection 4.5: Completing a Submission (Packaging
Submission Files)

Action

4. Navigate to and double-click on the eSub file folder to open.

5. Double-click on the output file folder to open. The zip file that you
created in Packaging Submission Files appears. Do not modify the zip
file after it is generated by eSubmitter.
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6. This step will differ based on the submission you are filing. Some
programs accept a digital signature and submission via the Electronic
Submissions Gateway and others require submission via CD-ROM and
handwriting signatures. As of May 2015, the following is acceptable
for each participating program:

CDER Program:

Generic Drug Facility Electronic Self-Identification: Digital signatures
are not accepted at this time for GDUFA submissions. The CDER
program only accepts submissions via the FDA Electronic Submissions
Gateway.

CDRH Programs:

OIVD's 510(k): Digital signatures are not accepted at this time for
OIVD 510(k) submissions. In the future, the digital signature will be
available in conjunction with the FDA Electronic Submissions
Gateway (ESG).

Radiological Health Reports and Correspondence: Digital signatures
are accepted and required when utilizing the FDA ESG to submit
reports and correspondence. See note below regarding the FDA ESG.
RadHealth Submissions utilizing the eSubmitter software may still also
be burned to CD and mailed to CDRH in lieu of using the ESG.
eMDR MedWatch 3500A Form: The eMDR program accepts digital
signatures and utilizes the FDA ESG or transmission of the submission
package. eMDR submissions may only be sent through the FDA
Gateway.

Medical Device 1SO 13485: Digital signatures are not accepted at this
time for Medical Device 1SO 13485 submissions. However, the CDRH
program accepts submissions via the FDA Electronic Submissions
Gateway, as well as sending in by CD.

eCopies: Digital signatures are not accepted at this time for eCopies
submissions. eCopies submissions are accepted via CD and mailed to
CDRH.

CBER Program:

OBRR BLA/BLS Submissions: Digital signatures are accepted and
required for signing the necessary FDA OMB forms (Form 356h and
Form 2567, when applicable). However, this CBER program does not
accept submissions via the FDA Electronic Submissions Gateway at
this time.
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Submission Files)

ICSR Adverse Event Reporting: Digital signatures are accepted and
required when utilizing the FDA ESG for transmission of the submission
package.

CTP Program:

Tobacco Product Ingredient Listing, Health Data Submissions, and
other CTP submission types not listed: Digital signatures are accepted
and required when utilizing the FDA ESG to submit ingredient listing
and additional health data. Submissions utilizing the eSubmitter
software may still also be burned to CD and mailed to CTP in lieu of
using the ESG.

Harmful and Potentially Harmful Constituents (HPHCs): Digital
signatures are accepted and required when utilizing the FDA ESG to
submit. HPHC submissions utilizing the eSubmitter software may still
also be burned to CD and mailed to CTP in lieu of using the ESG.
CVM Program:

ONADE: Digital signatures are accepted and required when utilizing
the FDA Electronic Submission Gateway to submit

eSubmitter electronic submissions to CVM.

For additional information, please refer to the Quick Guide *““Packaging
and Transmission Guidelines for Participating eSubmitter Programs™
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Section 5: FDA Recommended PDF File Specifications

Introduction Regulations in 21 CFR Part 11 require that the Agency be able to generate from
any document provided in electronic format an accurate and complete paper
copy that is both legible ("human readable™) and suitable for inspection, review,
and copying. Therefore, documents submitted in electronic format should:

e Enable the user to easily view a clear and legible copy of the information

e Enable the user to print each document page by page, as it would have
been provided in paper, maintaining fonts, special orientations, table
formats, and page numbers

¢ Include a well-structured table of contents and allow the user to navigate
easily through the submission

e Allow the user to copy text and images electronically into common word
processing documents

To achieve the above goals, you should submit all electronic documents in
Portable Document Format (PDF). PDF is an open, published format created by
Adobe Systems Incorporated (http://www.adobe.com). You do not need to use a
product from Adobe or from any specific company to produce your PDF
documents. PDF has been accepted as a standard for providing documents in
electronic format by the International Conference on Harmonization (ICH).

Recommended  The following recommendations will help you create PDF files with the
PDF File appropriate specifications to ensure that we can review and archive the
Specifications  electronic file attachments.
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Section 5: FDA Recommended PDF File Specifications

PDF Area Recommended PDF Specification

Version The PDF files must be compatible with Adobe Acrobat 5.0 or greater without
the use of additional plug-ins other than those provide by Adobe as part of
Acrobat. We should not need any additional software to read and navigate the
PDF files. There are features in Adobe Acrobat 8.0 that cannot be supported. If
you would like to submit Adobe Acrobat 8.0 files, please contact technical
support at esubmitter@fda.hhs.gov to ensure you do not use a feature that is
unsupported.

Plug Ins It is acceptable to use plug-ins to assist in the creation of a submission.
However, the review of the submission should not require the use of any plug-
ins other than any provided by Adobe as part of Acrobat, and must be
compatible with Adobe Acrobat 5.0 or greater.

Page Size The print area for pages should fit on a sheet of paper that is 8.5 inches by 11

and inches. You should allow a margin of at least 1.5 inch on the left margin and 1

Margins inch on all other sides to avoid obscuring information if the pages are
subsequently printed and bound.

Page Pages should be properly oriented. For example, you should set the page

Orientation | orientation of landscape pages to landscape prior to saving the PDF document
in final form to ensure correct page presentation. Landscape pages (including
tables) should be oriented such that the header and footer of the document align
with the right edge of the page.

Fonts PDF viewing software automatically substitutes a font to display text if the font
used to create the text is unavailable on the reviewer’s computer. Font
substitution can affect a document’s appearance and structure, and in some
cases it can affect the information conveyed by a document. We cannot
guarantee the availability of any one font. Therefore, you should embed all
fonts you are using in the PDF files to ensure that those fonts will always be
available to the reviewer. When embedding fonts, all characters for the font
should be embedded (not just a subset of the fonts being used in the document).
One problem associated with embedding fonts is that embedding requires
additional computer storage space. Three techniques to help limit the storage
space taken by embedding fonts:

e Limit the number of fonts used in each document
e Use only True Type or Adobe Type 1 fonts

e Avoid customized fonts.
Resizing a document because the contents are too small to read is inefficient.
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We believe that Times New Roman, 12-point font, is adequate in size for
reading narrative text. This is the preferred font. Although sometimes tempting
for use in tables and charts, fonts smaller than 12-points should be avoided
whenever possible. We recommend the use of a black font color.

Blue font may be used or hypertext links. If a font color other than black is
used, avoid light colors that do not print well on grayscale printers. It is
advised that you test the color reproduction prior to submission by printing
sample pages from the document using a grayscale printer.

In addition to font colors, keep formatting simple in tables. When extracting a
table from the PDF document, the use of light or white font color will not allow
the transfer of text back into some word processing documents.

Page If a submission includes more than one document, you need not provide
Numbering | pagination for the entire submission. Include page numbers only for individual
documents.

It is easier to navigate though an electronic document if the page numbers for
the document and the PDF file are the same. To accomplish this, the initial
page of the paper document should be numbered page 1.

File Size An electronic submission can have one or multiple file attachments. There is
not a limitation of the total size of the submission, but each file should be
limited to 50MB in file size. There are several ways to compress file size,
including but not limited to: performing Optical Character Recognition,
reducing file size in Adobe and creating logical section breaks.

If you have questions about file size, please contact technical support at
esubmitter@fda.hhs.gov to ensure the file size is acceptable.

Document ' pocyment properties are used to search for individual documents and to

Properties:  qentify the document when found. To modify document properties, from the

?Zf)crlptlon tool bar navigate to File Document Properties.

Document ', the Document Properties box, the Initial View tab can also be found. In the

Properties: | pocyment Options section, all PDF files should set the Show field as

Initial View | gookmarks Panel and Page. If there are no bookmarks, set the initial view as

Tab Page only. Set the Page Layout and Magnification fields to default.

Document ' pp files are stored as original documents and will not be altered from their

Properties:  qriginal form. Remove any security settings, read-only, or password protection

Security used on the files. Files submitted with security settings will not be accepted.
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Indexing Full text indexes are used to help find specific documents and/or to search for

PDF text within documents. When a document or group of documents is indexed, all

Documents | \yords and numbers in the file and all information stored in the Document
Information fields are stored in special index files that are functionally
accessible using the search tools available in Acrobat.

Portions of a document that are imaged are not indexed. Even if the document
only contains images, the text in the Document Information fields of the file
will be indexed. All PDF files should be full-text searchable prior to submitting
to the FDA.

Bookmarks | gookmarks and hyperlinks should be used to assist the reviewers in navigating
and through the content of the submission. If you used either bookmarks or

Hypertext  hypertext links, consider the following:
Links

o Use meaningful bookmarks (e.g., the title of the section, name of a
study, data set, or facility). This will aid the reviewer in locating
information and navigating the submission.

o Bookmark references can be created for the heading of a section,
subsection or title of figures and tables within the document. In general,
including a bookmark to the main table of contents for a submission or
item is helpful. Make the bookmark hierarchy identical to the table of
contents.

o Use hyperlinks within the file. Hyperlinks are used to improve
navigation through PDF documents and are encouraged. Hyperlinks can
be designated by rectangles using thin lines or by blue text or you can
use invisible rectangles for hypertext links in a table of contents to
avoid obscuring text. Hyperlinks throughout the body of the document
to supporting annotations, related sections, references, appendices,
tables, or figures that are not located on the same page are helpful and
improve navigation efficiency. When creating bookmarks and
hyperlinks, the magnification setting should be set to Inherit Zoom so
that the destination page displays at the same magnification level that
the reviewer is using for the rest of the document.

Important Note: Hyperlinks between individual PDF document files are not
currently supported and any absolute links that reference across files will not
work.

In general, for documents with a table of contents, provide bookmarks and
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hypertext links for each item listed in the table of contents including all tables,
figures, publications, other references, and appendices. These bookmarks and
hypertext links are essential for the efficient navigation through documents.

Optical PDF documents produced by scanning paper documents are usually inferior to

Character 50 nroduced from an electronic source document such as MS Word.

Recognition | seanned documents are more difficult to read and do not allow the reviewers to
search or copy and paste text for editing. The use of scanned documents should
be avoided if at all possible. If scanning cannot be avoided, the following is
highly recommended:

« Perform optical character recognition (OCR) on all scanned documents
so that the text is searchable

o Check to see that the content has been correctly converted.

If the source document is only available on paper, it should be scanned at
resolutions that will ensure the pages are legible both on the computer screen
and when printed. At the same time, remember to limit the file size to be less
than 50MB. We recommend scanning at a resolution of 300 dots per inch (dpi)
to balance legibility and file size. We discourage the use of grayscale or color
because of file size. After scanning, avoid re-sampling to a lower resolution.

For files with images and photographs:

Also, when creating PDF files containing images, you should not
resample images. Re-sampling does not preserve all of the pixels in the
original. For photographs, the image should be obtained with a
resolution of 600 dpi. If black and white photos are submitted, consider
8-bit gray scale images. If color photos are submitted, consider 24-bit
RGB Color Model images. A captured image should not be subjected to
non-uniform scaling (i.e., sizing).

Files with scanned images and photographs tend to be large in file size.
Please do not exceed 50MB for a single file. Consider multiple files for
these types of documents.

Note: Scanned tables and graphs cannot be extracted easily if scanned.
Most OCR programs will distort the data in tables and graphs. Convert
MS Word documents to PDF, as this method usually retains the
formatting.

For a paper document with handwritten notes:

Paper documents containing handwritten notes should be scanned at
300 dpi. These handwritten notes should be made in black ink for
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clarity.

If you have questions about creating electronic copies, please contact technical
support at esubmitter@fda.hhs.gov to ensure that the format is acceptable prior
to developing your submission.

Naming We are recommending names for folders and selected files in individual

PDF Files guidances for specific submission types. For uniformity, we hope that you use
our specific naming conventions when they are provided. Reviewers are
trained to look for these folders and files, and using the recommended names
should help avoid misunderstandings, improve communication, and speed the
review of a submission.

File names should not contain more than 250 characters. Do not use
punctuation, spaces, or other nonalphanumeric symbols in file names
when naming the files for attachments. For example, do not use slashes (/)
(V), tildes (~), asterisks (*), periods (.), brackets [ ], single quotation marks (*),
double quotation marks () or parentheses (). Once the file is attached to a
question, it can be selected as an attachment to other questions, if appropriate.

The eSubmitter tool supports the following file types:

e Portable Document Format Files (.pdf)

e Excel Files (.xls, .csv)

e SAS System XPORT Files (.xpt)

e Media Files (wmv, .avi)

e Image Files (.gif, .tif, .jpg)

e Extensible Markup Language Files (.xml, .dtd)

e Archive/Compressed Files (.zip)

e Standard Generalized Markup Language Files (.sgml)
e MDL Molfiles Files (.mol)

However, based on the application or report you are submitting, the question(s)
may have restrictions on which file types you are allowed to attach. For
example, some questions may allow you to attach any of the file types
supported be eSubmitter and some may only allow you to attach PDF and
Excel files as the questions response or supporting documentation.
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Introduction
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Section 6: User Support

For technical assistance for the eSubmitter software, an email can be sent to
esubmitter@fda.hhs.gov. In the email, please be sure to provide the
company name and contact information where a response can be sent.

For CVM related technical support or general inquiries, please contact:
cvmesubmitter@fda.hhs.gov

For CBER related technical support or general inquires, please contact:
CBER_eSubmitter program@fda.hhs.gov
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Appendix

CVM Recommended File Specifications

Introduction

Regulations in 21 CFR Part 11 require that the Agency be able to generate from any document
provided in electronic format an accurate and complete paper copy that is both legible ("“human
readable") and suitable for inspection, review, and copying. Therefore, documents submitted in
electronic format should:

o Enable the user to easily view a clear and legible copy of the information
Enable the user to print each document page by page, as it would have been provided in
paper, maintaining fonts, special orientations, table formats, and page numbers

¢ Include a well-structured table of contents and allow the user to navigate easily through
the submission

¢ Allow the user to copy text and images electronically into common word processing
documents

To achieve the above goals, you should submit all electronic documents, that don't include data
needed for further processing in Portable Document Format (PDF). PDF is an open, published
format created by Adobe Systems Incorporated and accepted as an ISO standard under ISO
32000. (http://www.adobe.com). You do not need to use a product from Adobe or from any
specific company to produce your PDF documents. PDF has been accepted as a standard for
providing documents in electronic format by the Veterinary International Conference on
Harmonization (VICH).

For data files, CVM recommends that either eXtensible markup language (XML) file format or
SAS XPORT (XPT) be used. The file specifications contained within this manual are
recommendations from CVM and over time may evolve to accommodate a changing
technology.
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Portable Document Format (PDF) Specifications

PDF Area Recommended PDF Specification

Version The PDF files should be created to support the PDF/A standard.
Everything needed to render or print a PDF/A file must be contained
within the file. This includes all visible content like text, raster
images, vector graphics, fonts, color information, and much more. It
also means that a wide range of external content references are
disallowed, including audio and video content, JavaScript, and
executable files. All embedded fonts must be legally embeddable
for unlimited, universal rendering.

The PDF files also must be compatible with Adobe Acrobat 5.0 or
greater without the use of additional plug-ins other than those
provide by Adobe as part of Acrobat. We should not need any
additional software to read and navigate the PDF files. CVM
currently is running Adobe Acrobat 8.0 so if you are planning on
submitting Adobe Acrobat 9.0 files, please contact technical support
at cvmesubmitter@fda.hhs.gov to ensure you do not use a feature
that is unsupported.

Plug Ins It is acceptable to use plug-ins to assist in the creation of a
submission. However, the review of the submission should not
require the use of any plug-ins other than any provided by Adobe as
part of Acrobat, and must be compatible with Adobe Acrobat 5.0 or

greater.
Page Size and The print area for pages should fit on a sheet of paper that is 8.5
Margins inches by 11 inches. You should allow a margin of at least 1.5 inch

on the left margin and 1 inch on all other sides to avoid obscuring
information if the pages are subsequently printed and bound.
However, for files that contain images of labeling page size should
be commensurate with the size of the label being presented. You
should present the label image in the size as if the labeling was in
front of you.

Page Pages should be properly oriented. For example, you should set the

Orientation page orientation of landscape pages to landscape prior to saving
the PDF document in final form to ensure correct page
presentation. Landscape pages (including tables) should be
oriented such that the header and footer of the document align with
the right edge of the page.

Fonts PDF viewing software automatically substitutes a font to display text
if the font used to create the text is unavailable on the reviewer’s
computer. Font substitution can affect a document’s appearance
and structure, and in some cases it can affect the information
conveyed by a document. We cannot guarantee the availability of
any one font. Therefore, you should embed all fonts you are using
in the PDF files to ensure that those fonts will always be available to
the reviewer. When embedding fonts, all characters for the font
should be embedded (not just a subset of the fonts being used in
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the document). One problem associated with embedding fonts is
that embedding requires additional computer storage space. Three
techniques to help limit the storage space taken by embedding
fonts:

e limit the number of fonts used in each document

e use only True Type or Adobe Type 1 fonts

e avoid customized fonts

Resizing a document because the contents are too small to read is
inefficient.

We believe that Arial, 11-point font, is adequate in size for reading
narrative text. This is the preferred font. Although sometimes
tempting for use in tables and charts, fonts smaller than 11-points
should be avoided whenever possible. We recommend the use of a
black font color.

Blue font may be used or hypertext links. If a font color other than
black is used, avoid light colors that do not view well on computer
screens or do not print well on grayscale printers if printing is
necessary. It is advised that you test the color reproduction prior to
submission by printing sample pages from the document using a
grayscale printer.

In addition to font colors, keep formatting simple in tables. When
extracting a table from the PDF document, the use of light or white
font color will not allow the transfer of text back into some word
processing documents.

If a submission includes more than one file, you need not provide
pagination for the entire submission. Pagination should occur on an
individual attached file basis.

An electronic submission can have one or multiple file attachments.
There is not a limitation of the total size of the submission, but each
file should be limited to 100MB in file size. There are several ways
to compress file size, including but not limited to: performing Optical
Character Recognition, reducing file size in Adobe and creating
logical section breaks.

If you have questions about file size, please contact technical
support at cvmesubmitter@fda.hhs.gov to ensure the file size is
acceptable.

Document properties are used to search for individual documents
and to identify the document when found. To modify document
properties, from the tool bar navigate to File Document Properties.

In the Document Properties box, the Initial View tab can also be
found. In the Document Options section, all PDF files should set the
Show field as Bookmarks Panel and Page. If there are no
bookmarks, set the initial view as Page only. Set the Page Layout
and Maghnification fields to default.
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PDF files are stored as original documents and will not be altered
from their original form. Remove any security settings, read-only, or
password protection used on the files. Files submitted with security
settings will not be accepted.

Full text indexes are used to help find specific documents and/or to
search for text within documents. When a document or group of
documents is indexed, all words and numbers in the file and all
information stored in the Document Information fields are stored in
special index files that are functionally accessible using the search
tools available in Acrobat.

Portions of a document that are imaged are not indexed. Even if the
document only contains images, the text in the Document
Information fields of the file will be indexed. All PDF files should be
full-text searchable prior to submitting to the FDA.

Bookmarks and hyperlinks should be used to assist the reviewers in
navigating through the content of the submission. If you used either
bookmarks or hypertext links, consider the following:

Use meaningful bookmarks (e.g., the title of the section,
name of a study, data set, or facility). This will aid the
reviewer in locating information and navigating the
submission.

Bookmark references can be created for the heading of a
section, subsection or title of figures and tables within the
document. In general, including a bookmark to the main
table of contents for a submission or item is helpful. Make
the bookmark hierarchy identical to the table of contents.

Use hyperlinks within the file. Hyperlinks are used to
improve navigation through PDF documents and are
encouraged. Hyperlinks can be designated by rectangles
using thin lines or by blue text or you can use invisible
rectangles for hypertext links in a table of contents to avoid
obscuring text. Hyperlinks throughout the body of the
document to supporting annotations, related sections,
references, appendices, tables, or figures that are not
located on the same page are helpful and improve
navigation efficiency. When creating bookmarks and
hyperlinks, the magnification setting should be set to Inherit
Zoom so that the destination page displays at the same
magnification level that the reviewer is using for the rest of
the document.

Important Note: Hyperlinks between individual PDF document files
are not currently supported and any absolute links that reference
across files will not work.

In general, for documents with a table of contents, provide
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bookmarks and hypertext links for each item listed in the table of
contents including all tables, figures, publications, other references,
and appendices. These bookmarks and hypertext links are
essential for the efficient navigation through documents.

Optical PDF documents produced by scanning paper documents are
Character usually inferior to those produced from an electronic source
Recognition document such as MS Word. Scanned documents are more difficult

to read and do not allow the reviewers to search or copy and paste
text for editing. The use of scanned documents should be avoided if
at all possible. If scanning cannot be avoided, the following is highly
recommended:
o Perform optical character recognition (OCR) on all scanned
documents so that the text is searchable
e Check to see that the content has been correctly converted.

If the source document is only available on paper, it should be
scanned at resolutions that will ensure the pages are legible both
on the computer screen and when printed, if necessary. At the
same time, remember to limit the file size to be less than 100MB.
We recommend scanning at a resolution of 300 dots per inch (dpi)
to balance legibility and file size. After scanning, avoid re-sampling
to a lower resolution.

For files with images and photographs:

Also, when creating PDF files containing images, you should not
resample images. Re-sampling does not preserve all of the pixels in
the original. For photographs, the image should be obtained with a
resolution of 600 dpi. If black and white photos are submitted,
consider 8-bit gray scale images. If color photos are submitted,
consider 24-bit RGB Color Model images. A captured image should
not be subjected to non-uniform scaling (i.e., sizing).

Files with scanned images and photographs tend to be large in file
size. Please do not exceed 100MB for a single file. Consider
multiple files for these types of documents.

Note: Scanned tables and graphs cannot be extracted easily if
scanned. Most OCR programs will distort the data in tables and
graphs. Convert MS Word documents to PDF, as this method
usually retains the formatting.

For a paper document with handwritten notes:

Paper documents containing handwritten notes should be scanned
at 300 dpi. These handwritten notes should be made in black ink for
clarity.

If you have questions about creating electronic copies, please

contact technical support at cvmesubmitter@fda.hhs.qov.
Naming PDF We suggest uniformity be used when naming files. When naming
Files files, do not use punctuation, spaces, or other non-alphanumeric

symbols in file names when naming the files for attachments. For
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example, do not use slashes (/) (\), tildes (~), asterisks (*), periods
(), brackets [ ], single quotation marks (‘), double quotation marks
(*) or parentheses (). Once the file is attached to a question, it can
be selected as an attachment to other questions, if appropriate.

The eSubmitter tool supports the following file types:
 Portable Document Format Files (.pdf)

 Excel Files (.xls, .csv)

« SAS System XPORT Files (.xpt)

* Media Files (.wmv, .avi)

* Image Files (.gif, .tif, .jpg)

» Extensible Markup Language Files (.xml, .dtd)

* Archive/Compressed Files (.zip)

« Standard Generalized Markup Language Files (.sgml)
» MDL Molfiles Files (.mal)

However, CVM submission will only permit PDF, XML, and/or XPT
files. Based on the question you are answering, the question may
have restrictions on which file types you are allowed to attach. For
example, some questions may allow you to attach any of the three
file types permitted by CVM and some may only allow you to attach
PDF and XML files as the questions response or supporting
documentation.

Facsimile and Final Printed Labeling (FPL) in PDF files

Final printed labeling (FPL) are required to be submitted as part of the animal drug approval
submission. However, in lieu of FPL CVM permits the submission of facsimile labeling with the
(A)NADA as long as the FPL is submitted prior to marketing the approved product. In the
electronic world, facsimile labeling would represent the 2-dimentional aspect of the labeling
components, including color, size, and fonts, without the labeling actually being produced. The
PDF files with facsimile labeling need to contain the images/graphics of the labeling components
without actual pictures of the final printed label components printed on their intended media
(bag, foil pouch, syringe, etc.). The PDF files for FPL should contain the actual pictures of the
different label component embedded at their actual size and color. To aid in the review of both
facsimile and FPL submissions, CVM recommends that both a pantone ruler (for color
verification) and a photographic ruler (for size verification) be included in all photographs of final
printer labeling.

Extensible Markup Language (XML) Specifications

The use of XML file format within the CVM eSubmitter templates have been limited to either the
submission of Stability data or other data questions. One should verify that when an XML file is
created, it is not created with proprietary formatting as can occur with many common word
processing programs. The created XML file, at a minimum, should be viewable with any of the
common web browser. When creating XML files to support the answers to stability questions,
the file should conform to the HL7 standard. For more information visit the CVM eSubmitter

webpage,
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SAS Transport (XPT) Specifications

SAS Transport files are use to package both SAS programs as well as SAS data. Currently,
CVM does not have specific recommendations on how these files should be constructed.
Therefore, stakeholders are encouraged to contact CVM’s Biostatistics Teams (HFV-163 and
164).
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